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DEPARTMENTS  OF  LABOR,  HEALTH  AND 
HUMAN  SERVICES,  AND  EDUCATION,  AND  RE- 
LATED AGENCIES  APPROPRIATIONS  FOR  1982 


Wednesday,  March  24,  1981. 
OVERVIEW  OF  FISCAL  1982  BUDGET 
WITNESS 

HON.   RICHARD   S.   SCHWEIKER,   SECRETARY,   HEALTH   AND  HUMAN 
SERVICES 


BUDGET  REQUEST 

Mr.  Natcher.  The  committee  will  come  to  order. 

At  this  time  we  take  up  the  regular  budget  request  for  the  fiscal 
year  1982  for  the  Department  of  Health  and  Human  Services. 

We  have  before  the  committee  our  new  Secretary,  Richard  S. 
Schweiker,  who  at  one  time  served  in  the  House  of  Representatives 
with  a  number  of  us  on  this  committee. 

Mr.  Secretary,  as  I  recall,  you  were  in  the  House  with  us  from 
1961  through  1969  when  you  were  elected  to  the  Senate  and  served 
in  the  Senate  until  you  were  appointed  as  the  new  Secretary  of 
Health  and  Human  Services.  It  was  a  distinct  honor  and  privilege 
for  me  to  serve  with  you  in  the  House,  and  also,  while  you  were  in 
the  Senate,  as  the  members  on  this  subcommittee  know,  you  served 
on  the  Appropriations  Committee  as  one  of  your  committees,  and 
one  of  your  major  subcommittees  was  the  Subcommittee  on  Health 
and  Human  Services,  Education  and  Labor. 

Mr.  Secretary,  certainly  on  this  committee  we  wish  you  the  best 
of  everything  in  your  new  assignment.  We  believe  on  this  subcom- 
mittee that  you  are  well-qualified  for  the  assignment  that  you  now 
hold  and  certainly  we  wish  for  you  the  best  of  everything  in  the 
future. 

Mr.  Secretary,  we  will  be  pleased  to  hear  from  you.  You  may 
proceed  in  the  manner  in  which  you  desire. 

Secretary  Schweiker.  Thank  you  very  much,  Mr.  Chairman, 
members  of  the  committee. 

I  am  delighted  to  be  back.  In  the  last  few  years  we  have  usually 
sat  in  a  conference  committee  negotiating  agreements.  It  is  a  pleas- 
ure to  come  back  again  and  see  my  friends  and  also  to  have  the 
different  experience  of  sitting  here  from  this  perspective. 

Mr.  Chairman,  knowing  the  fact  that  the  members  would  like  to 
1  pose  questions,  I  am  going  to  ask  to  put  my  whole  statement  in  the 
record.  I  have  about  a  short  ten-minute  statement  with  a  few 
charts  I  would  like  to  proceed  with,  if  that  is  all  right  with  you. 

(l) 
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Mr.  Natcher.  Without  objection  it  is  so  ordered. 

Secretary  Schweiker.  Mr.  Chairman,  Congressman  Conte,  I  am 
pleased  to  be  here  today  to  discuss  the  fiscal  1982  budget  for  the 
Department  of  Health  and  Human  Services.  This  budget  is  an 
essential  part  of  the  President's  program  for  economic  recovery 
and  reflects  three  principal  goals  of  that  Administration:  first,  to 
maintain  our  nation's  commitment  to  protecting  and  serving  those 
most  in  need;  second,  to  slow  the  growth  in  Federal  spending  by 
targeting  the  resources  we  have  on  our  most  pressing  domestic 
priorities  while  reducing  waste  and  abuse,  and  third,  to  restore  the 
States  and  their  local  governments  to  full  and  effective  partnership 
in  the  Federal  system. 

Our  budget  proposals  make  good  on  the  President's  promise  to 
protect  essential  social  programs  while  reducing  growth  in  govern- 
ment spending  and  limiting  the  influence  of  government  in  the 
economy  and  in  our  daily  lives.  For  this  program  to  succeed, 
budget  control  is  essential.  You  know  and  I  know  that  the  most 
valuable  thing  we  can  do  for  the  most  people  is  to  insure  an 
economic  environment  in  which  they  can  get  jobs  to  take  care  of 
their  families  and  themselves  and  to  assure  that  their  paychecks 
grow  in  value  as  a  result  of  increased  productivity  and  lower 
inflation. 

SPENDING  INCREASES 

I  would  like  to  take  a  minute  to  just  point  out  this  first  chart 
here.  I  think  in  many  ways  this  represents  the  real  problem  with 
which  the  Congress,  the  President,  and  the  American  people  are 
confronted.  This  is  a  listing  of  all  of  our  social  programs  and  their 
growth  rate  from  1950;  it  includes  all  the  programs  in  my  Depart- 
ment: CETA  jobs,  job  training  programs,  veterans,  education,  edu- 
cation loan  programs,  food  stamps,  rent  subsidies,  all  things  that 
would  be  considered,  by  and  large,  social  welfare. 

Back  in  1950  the  figure  was  a  little  under  $19  billion  that  we 
were  spending  for  all  those  programs.  It  went  up  about  82  percent 
from  1950  to  1960.  In  the  sixties  it  increased  188  percent,  and  then 
in  the  seventies  it  went  up  313  percent  to  $300  billion.  So  in  this 
span  we  have  gone  from  about  $19  billion  a  year  up  to  $300  billion 
a  year.  In  a  nutshell,  that  is  our  problem.  The  curve  is  taking  off 
like  a  jet  rocket  and  our  social  spending  programs  are  going  up 
almost  vertically.  That  is  where  we  talk  about  things  being  out  of 
control  or  things  not  being  under  fiscal  restraint. 

I  think  this  really  denotes  the  problem;  the  fact  that  we  have 
had  this  series  of  changes  of  growth  from  almost  level  growth  to  an 
inclined  plane,  to  a  jet  take-off  indicates  that  is  what  we  perceive 
as  a  problem  and  how  we  have  to  get  our  budget  under  control. 

I  might  say  that  during  this  time  these  social  program  costs  have 
increased  about  15  times,  and  the  cost  of  living  has  only  gone  up 
two  and  a  half  times.  So  in  that  time  we  have  increased  1500 
percent  in  our  social  program  growth  and  about  two  and  a  half 
times  in  our  cost  of  living.  Now  chart  No.  2. 

Although  State,  local  and  private  expenditures  on  social  welfare 
programs  have  also  grown  remarkably  since  1960,  Federal  spending 
has  outpaced  their  rate  of  growth.  State  and  local  and  private 
spending  has  increased  roughly  six  times  while  Federal  spending 


3 


has  increased  by  ten.  These  are  the  social  welfare  expenditures  of 
the  Federal,  State  and  private  sectors. 

The  interesting  thing  is  that  they  have  all  gone  up  tremendously. 
We  are  only  at  the  1960  time  frame;  we  are  not  going  back  to  1950, 
just  taking  the  1960  time  frame. 

As  I  mentioned  a  moment  ago,  the  private  sector  has  increased 
some  six  times  in  social  spending  and  the  public  sector  has  gone  up 
about  ten  times.  All  together  we  are  spending  $560  billion.  I  think 
you  have  to  look  at  the  Administration's  budget  cut  of  $48  billion 
as  just  a  very,  very  small  chunk  of  what  the  Federal,  State,  local 
and  private  sectors  now  are  putting  into  the  social  welfare  pro- 
gram. 

ATTEMPTS  TO  RESTRAIN  SPENDING 

Chart  3.  The  present  budget  seeks  to  restrain  this  growth  while 
protecting  the  most  needy.  Safety  net  programs  of  all  Departments 
constitute  37  percent  of  Federal  outlays,  while  the  outlays  for  the 
Department  of  Defense  constitute  24  percent.  Projecting  the  1982 
budget  to  1984,  we  see  that  both  our  national  defense  and  our 
safety  net  programs  are  reinforced  and  that  one  does  not  grow  at 
the  expense  of  the  other. 

Here  is  a  very  important  ratio.  When  I  was  a  freshman  in  my 
first  term,  the  Department  of  Defense  was  getting  44  percent  of  the 
budget.  The  social  safety  net  programs,  again  mostly  the  top  social 
programs,  were  getting  25  percent  of  the  budget.  So  defense  was 
way  ahead  of  the  people  programs.  Now  in  1981,  it  is  almost  the 
reverse,  defense  only  getting  24  percent  of  the  budget  and  the 
social  safety  net  programs  getting  about  37  percent  of  the  budget. 

The  interesting  thing  is  that  with  all  our  budget  cutting  and 
with  all  our  efforts,  even  after  cuts  are  in  effect  that  we  are  talking 
about  here  in  this  year's  budget,  we  are  still  going  to  get  41  percent 
in  the  people's  programs  and  about  32  percent  in  defense.  So  even 
with  all  the  cuts,  the  spending  on  social  welfare  programs  will  still 
outpace  defense. 

I  think  we  might  just  take  a  minute  to  show  that  this  is  govern- 
ment-wide. But  just  look  at  my  Department;  you  see  a  very  similar 
pattern. 

Back  again  in  1960,  HHS,  or  HEW  then,  was  getting  15.8  percent 
of  the  budget;  today  we  are  getting  35  percent  of  the  budget.  We 
edged  up  to  36  percent  and,  even  with  the  projected  cuts  in  my 
Department,  it  is  something  like  36.6  percent  of  the  budget.  (Chart 

;  4.) 

So  even  with  all  that  spending,  just  my  Department  alone  will  be 
above  defense  by  about  4  percentage  points  when  we  are  all  done, 
according  to  that  chart. 

I  think  that  our  budget  was  not  reduced  disproportionate  to  our 
basic  mission  or  other  areas  of  the  Federal  budget.  I  think  it  is 
important  to  know  that  my  budget  has  only  been  reduced  3.5 
percent;  Health  and  Human  Services  has  only  been  cut  3.5  percent. 
All  other  Departments  except  for  defense  have  been  cut  13.4  per- 
cent. So  the  fact  that  we  have  a  3.5  percent  cut  in  my  Department, 
the  people's  Department,  and  the  others  were  reduced  13.4  percent, 
shows  that  we  weren't  unduly  hit.  (Chart  5.) 

Looking  at  it  another  way,  we  have  36  percent  of  the  Federal 
budget  today.  It  is  a  bigger  budget  than  that  of  any  country  in  the 
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world  except  the  Soviet  Union  and  the  United  States.  Yet  we  only 
got  20  percent  of  the  reductions.  So  with  36  percent  of  the  budget, 
we  were  only  asked  to  take  20  percent  of  the  reductions. 

The  third  point  is  that  my  Department  is  still  going  to  increase, 
even  with  the  cuts.  There  is  a  significant  increase  in  Federal 
spending  next  year  and  we  will  get  $21  billion  of  that.  So  even  with 
all  the  cuts,  we  are  going  to  grow  $21.5  billion.  My  Department  will 
get  54  percent,  more  than  half  of  all  the  increased  expenditures  of 
the  Federal  government.  Again,  with  36  percent  of  the  budget,  we 
are  going  to  get  54  percent  of  the  increase  and  only  20  percent  of 
the  cuts. 

I  think  it  is  important  to  keep  that  in  mind. 

EFFECT  OF  INFLATION 

Next  chart. 

As  you  well  know,  the  Federal  budget  both  drives  and  is  driven 
by  inflation.  Nowhere  is  this  more  significant  than  in  the  safety 
net  programs,  most  of  which  are  indexed  directly  or  indirectly  to 
the  cost  of  living.  Indeed,  for  Social  Security,  SSI,  and  Medicare, 
each  one  percent  increase  in  the  cost  of  living  means  nearly  a  $2 
billion  increase  in  costs. 

As  you  can  see  on  the  chart,  if  the  cost  of  living  goes  up  one 
percent,  then  with  indexing  we  have  increases  in  Medicare,  Old 
Age  and  Surviors  Insurance,  Supplemental  Security  Income  for  the 
poor,  blind  and  disabled,  which  total  about  $2  billion. 

I  recognize  that  indexing  is  a  controversial  subject  at  this  time, 
but  this  Administration  has  made  the  judgment  that  it  will  protect 
fully  the  real  value  of  benefits  and  that  it  seeks  through  other 
measures  to  bring  the  rate  of  inflation  under  control.  Those  other 
measures  include  reform  of  entitlement  programs,  and  elimination 
of  unintended  benefits  and  avoidance  of  unnecessary  costs. 

We  must  reevaluate  across  the  board  whether  the  Federal  gov- 
ernment should  try  to  be  all  things  to  all  people.  Since  we  do  not 
have  the  financial  ability  to  be,  what  has  evolved  is  a  fragmented, 
inequitable  system  in  which  the  distribution  of  benefits  seems  to 
have  lost  its  sense  of  logic.  Can  we  sustain  a  situation  in  which  one 
out  of  three  households  receives  one  or  more  major  public  noncash 
benefits? 

You  probably  saw  that  in  the  Census  Bureau  report.  It  says  one 
of  three  families  today  gets  some  in-kind  assistance  from  the  Feder- 
al government,  which  shows  why  our  spending  for  social  programs 
has  gone  off  the  chart. 

We  are  proposing  legislation  to  limit  unconstrained  growth  in 
the  Medicaid  program,  to  assure  that  the  Aid  to  Families  with 
Dependent  Children  program  is  available  to  only  the  most  needy, 
to  eliminate  certain  secondary  Social  Security  benefits,  such  as 
adult  students'  benefits  and  the  minimum  benefit,  and  to  tighten 
eligibility  for  disability  insurance. 

In  all,  savings  from  proposed  legislation  affecting  entitlement 
programs  total  $5.8  billion  in  1982. 

I  should  also  note  that  the  Department  has  a  corresponding 
program  to  curb  excess  costs  and  reduce  misuse  and  waste  through 
management  reforms.  Our  very  preliminary  targets  for  manage- 
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ment  savings  are  $2.1  billion  in  this  year  and  $3.1  billion  in  1982, 
based  on  current  law. 

Obviously  when  our  legislative  and  budget  proposals  are  enacted, 
we  will  have  to  revise  our  management  savings  estimate  to  reflect 
the  fact  that  savings  have  been  achieved  legislatively.  But  we  will 
continue  our  comprehensive  analysis  of  potential  management  sav- 
ings areas  to  make  up  for  any  shortfalls  that  may  result.  One  of 
my  first  directives  at  the  Department  instructed  office  heads  to 
intensify  their  efforts  in  this  regard. 

That  bottom  line  shows  that  every  time  inflation  increases  the 
cost  of  living  by  one  percent,  our  indexing  will  cost  us  some  $2  billion 
next  year  for  Medicare,  Old  Age  and  Survivors  Insurance,  and 
Supplemental  Security  Income. 

I  put  these  charts  up  to  show  the  devastating  effect  that  inflation 
has.  What  we  are  trying  to  do  is  hold  down  inflation,  because  then 
we  automatically  have  to  increase  budgets  based  on  the  infla- 
tion damage.  If  we  can  bring  inflation  under  control,  we  can  put 
money  in  other  programs  rather  than  in  these  indexed  programs. 

Next  chart. 

Mr.  Conte.  Mr.  Chairman,  could  I  ask  a  question  on  that  chart? 
Mr.  Natcher.  Go  right  ahead,  Mr.  Conte. 

Mr.  Conte.  On  the  Medicare  you  have  one  percent  increase,  and 
inflation  brings  it  up  to  half  a  billion  dollars.  Below  you  have 
Medicare,  again  indexing,  coming  up  to  $5  billion.  What  are  you 
proposing,  inflation  to  go  up  20  percent? 

Secretary  Schweiker.  10  percent. 

Mr.  Conte.  10  percent? 

Secretary  Schweiker.  We  have  assumed  about  10  percent. 
Mr.  Conte.  All  right. 

BLOCK  GRANT  PROPOSAL 

Secretary  Schweiker.  Another  major  element  of  this  program  is 
a  consolidation  of  categorical  programs  into  block  grants.  The 
budget  proposes  consolidating  40  categorical  health  and  social  serv- 
ice programs  into  four  block  grants:  health  services,  preventive 
health  services,  social  services,  and  energy  and  emergency  assist- 
ance. 

The  proposed  1982  funding  level  is  set  at  75  percent  of  1981 
current  services.  States  will  have  considerable  flexibility  with  re- 
spect to  its  use.  Moreover,  as  noted  by  GAO  in  its  March  3rd 
document,  commenting  on  the  President's  February  18  budget  pro- 
posals, grant  consolidations  should  have  another  even  more  posi- 
tive effect  for  State  and  local  governments. 

The  GAO  points  out  that  proliferation  of  narrow  categorical 
programs  has  suddenly,  in  not  so  subtle  ways,  warped  and  twisted 
State  and  local  program  priorities  as  they  seek  to  maximize  Feder- 
al matching. 

Simply  put,  they  may  decide  to  put  40  cents  of  their  money  into 
a  program  of  secondary  priority  in  order  to  attract  60  cents  from 
the  Federal  government,  rather  than  putting  their  40  cents  into  a 
nonfederally-matched  program  that  would  better  fit  local  needs. 
Thus,  the  GAO  concludes  that,  and  I  quote,  '  'Federal  grants  availa- 
ble for  a  broader  range  of  purposes  would  increase  State  and  local 
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discretion  and  move  toward  supporting,  rather  than  changing,  State 
and  local  priorities." 

The  block  grants  also  will  result  in  a  significant  reduction  in 
administrative  costs.  Nearly  2,440  fewer  Federal  staff  years  will  be 
required  compared  to  the  operation  of  the  categorical  programs, 
2,440  fewer  people  to  write  burdensome  regulations,  to  mandate 
detailed  reports  from  State  and  local  governments  and  to  analyze 
and  propose  new  programmatic  wrinkles. 

As  I  indicated,  we  are  proposing  four  block  grants:  health  serv- 
ices, preventive  health  services,  energy  and  emergency  assistance, 
and  social  services. 

You  will  note  that  the  chart  for  preventive  services  reflects  a 
decision  a  few  days  ago  within  the  Administration  to  exclude  im- 
munization and  leave  it  as  a  categorical  program.  Beyond  the  block 
grant  and  legislative  savings,  every  program  in  the  Department 
has  been  subject  to  intense  scrutiny  and  reconsideration.  Given  the 
overall  fiscal  situation,  there  is  a  need  to  reassess  what  responsibil- 
ities properly  fall  within  the  purview  of  the  Federal  government. 

The  major  reductions  resulting  from  this  scrutiny  include  the 
closure  of  the  Public  Health  Service  Hospitals  and  termination  of 
free  government  health  care  for  merchant  seamen;  phaseout  of  the 
health  planning  and  the  professional  standards  review  organization 
program;  phaseout  of  grants  and  new  loans  for  health  maintenance 
organizations  by  the  end  of  1983;  streamlining  of  support  for  health 
professions  training.  In  total,  in  addition  to  the  program  dollars 
saved,  these  and  other  program  reductions  and  terminations  would 
result  in  a  decrease  from  the  1981  level  of  about  8,700  full-time 
permanent  positions  and  their  associated  overhead. 

Mr.  Chairman,  to  maintain  basic  protection  for  citizens,  we  must 
be  more  selective  in  what  we  attempt.  Our  legislative  savings 
package  is  an  important  element  in  achieving  this  selectivity.  We 
must  also  give  State  and  local  governments  greater  flexibility  in 
operating  programs  that  follow  their  priorities  and  meet  the  needs 
of  their  citizens  rather  than  our  perceptions  of  those  needs. 

Our  block  grant  proposals  are  essential.  I  think  I  might  just 
point  out  the  four  block  grants.  This  is  the  health  service  block 
grant.  I  might  say  that  originally  OMB  proposed  one  block  grant 
for  all  these  40  programs.  I  argued  successfully  against  that  and 
got  them  to  set  up  four  block  grants. 

This  one  is  the  preventive  health  services  block  grant,  with  a 
$242  million  appropriation  request.  The  next  block  grant  is  for 
basic  health  services  which  includes  the  items  listed  here.  You 
probably  are  quite  familiar  with  them.  I  know  this  committee  is. 
These  are  the  ones  listed  here  for  $1,138  billion. 

The  energy  and  emergency  assistance  block  grant  consolidates 
two  programs.  The  low  income  energy  assistance,  which  has  both 
the  HHS  and  CSA  components,  requires  an  appropriation  of  $1.4 
billion.  The  block  grant  also  combines  a  very  small  program,  emer- 
gency assistance,  so  that  State  and  local  governments  have  some 
flexibility  in  the  program  for  some  of  the  most  deserving  cases. 

Then  finally  the  social  services  block  grant  program.  Title  XX, 
which  is  already  a  block  grant,  is  in  this  grouping.  There  is  $3.8 
billion  in  this  block. 
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Mr.  Chairman,  I  look  forward  to  working  with  you  and  your 
committee  to  achieve  these  goals,  and  this  completes  my  short 
statement. 

[Statement  of  Secretary  Schweiker  and  charts  follow:] 
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RICHARD  S.  SCHWEIKER 

Secretary  of  Health  and  Human  Services 


Born:    June  1,  1926  (Norristown,  Pa.) 

Education:    1944,  Norristown  High  School  (Valedictorian) 

1950,  B.A.,  Pennsylvania  State  University 

(Phi  Beta  Kappa) 
Military  Service:    1944-46,  served  as  electronics  technician 

aboard  aircraft  carrier 
Married:    1955,  to  Claire  Coleman  (five  children) 
Business  Experience:    1950  to  1960,  president  of  nation's 

largest  ceramic  tile  manufacturer 
House  of  Representatives:    1961  to  1969  (13th  District,  Pa.) 
Senate:    1969  to  1981 


With-20  years  Congressional  experience  in  federal  health  and  welfare  policy,  Richard 
Schultz  Schweiker  was  sworn  in  Jan.  22, 1981,  as  the  14th  Secretary  of  Health  and  Human 
Services  (formerly  Health,  Education  and  Welfare). 

Schweiker  had  served  eight  years  representing  Pennsylvania's  13th  District  in  the 
House  of  Representatives,  and  two  six-year  terms  in  the  Senate.  As  senator,  Schweiker 
was  ranking  Republican  member  of  the  Labor  and  Human  Resources  Committee,  ranking 
Republican  member  of  the  Senate  Health  and  Scientific  Research  Subcommittee,  and 
ranking  member  on  the  Appropriations  Subcommittee  on  Labor-Health  and  Human  Serv- 
ices. He  was  in  the  unique  position  of  dealing  with  both  authorizing  legislation  and  yearly 
appropriations  in  the  areas  of  health,  education,  welfare,  labor  and  aging,  and  his  expertise 
in  these  areas  was  well-known. 

An  acknowledged  leader  in  the  fight  against  diabetes,  Schweiker  was  the  author  of 
legislation  creating  the  National  Commission  on  Diabetes  and  the  National  Diabetes 
Advisory  Board.  In  addition,  the  96th  Congress  enacted  his  Medicaid  anti-fraud  amend- 
ment requiring  states  to  use  a  sophisticated  computer  system  to  detect  abuse  in  the 
Medicaid  program. 

Schweiker  was  also  the  author  of  comprehensive  health  care  reform  legislation, 
introduced  in  the  96th  Congress,  designed  to  both  increase  health  care  coverage  and  pro- 
mote cost  sharing  and  increased  choice  among  competitive  health  insurance  plans. 

Among  Schweiker's  other  primary  legislative  concerns  in  the  health  field: 

—  preventive  health  care 

—  cancer  and  heart  disease  research 

—  reform  of  the  nation's  blood  program 

—  halting  federal  support  for  abortions 

—  legislation  combating  sickle  cell  anemia  and  lead  paint  poisoning 
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Schweiker  was  born  June  1,  1926,  in  Norristown,  Pa.  to  Malcolm  Alderfer  and  Blanche 
Schultz  Schweiker.  He  attended  elementary  and  junior  high  schools  in  Worcester,  Pa.,  and 
was  Norristown  High  School  valedictorian  in  1944.  He  enlisted  in  the  Navy  at  the  age  of  17 
and  served  as  an  electronics  technician  aboard  an  aircraft  carrier  in  World  War  II. 

He  received  his  B.A.  degree  from  Pennsylvania  State  University  in  1950,  graduating  Phi 
Beta  Kappa. 

In  1955,  he  married  Claire  Coleman  (the  original  "Miss  Claire"  of  the  children's  TV  pro- 
gram "Romper  Room").  They  have  five  children:  Malcolm  C,  23;  Lani  Lynne,  20;  Kyle 
Claire,  16;  Richard  S.  Jr.,  14;  Lara  Kristi,  11;  and  one  grandchild. 

A  businessman  from  1950  to  1960,  he  rose  to  president  in  the  American  Olean  Tile  Co.  in 
Lansdale,  Pa.,  the  country's  leading  manufacturer  of  ceramic  tile.  He  was  active  in  the 
local  Republican  Party  as  precinct  worker  and  committeeman,  and  he  founded  the 
Montgomery  County  (Pa.)  Young  Republican  Club. 

In  1960,  when  he  was  34,  he  won  election  to  the  House  of  Representatives,  where  he 
served  on  the  Government  Operations  and  Armed  Services  Committees.  He  co-authored  a 
book,  "How  to  End  the  Draft,"  which  presented  the  formula  later  used  in  creating  the 
Volunteer  Army.  In  addition,  the  "Schweiker  Act"  of  1965  provided  for  cash  awards  to 
military  personnel  who  suggested  money-saving  ideas.  The  Schweiker  Act  has  resulted  in 
savings  of  more  than  $1  billion  to  taxpayers.  He  was  re-elected  in  1962,  1964  and  1966. 

Schweiker  ran  for  the  Senate  in  1968  and  defeated  incumbent  Joseph  S.  Clark.  He  was 
re-elected  in  1974.  In  addition  to  his  service  on  the  Labor  and  Human  Resources  Commit- 
tee and  the  Appropriations  Committee,  Schweiker  served  on  the  Senate  Armed  Services 
Committee,  the  Senate  Rules  Committee,  Joint  Economic  Committee,  Select  Committee 
on  Intelligence  Activities,  Select  Committee  on  Nutrition  and  Human  Needs,  and  the 
Technology  Assessment  Board. 

He  was  selected  by  President  Reagan  to  be  his  running  mate  in  the  1976  GOP  presiden- 
tial campaign.  In  the  1980  race  he  served  as  President  Reagan's  northeast  states  campaign 
chairman. 

Schweiker  has  received  seven  honorary  doctoral  degrees.  Among  other  honors  he  has 
received  are:  National  Association  for  Mental  Health  Award  (1974);  Opportunities  In- 
dustrialization Centers  Key  Award  (1974,  1977);  OIC's  Legislative  Pathfinder  Award  (1980); 
National  Society  for  the  Prevention  of  Blindness  Award  (1974);  Council  of  Jewish  Federa- 
tions Distinguished  Service  Award  (1978);  Pennsylvania  Pro-Life  Convention  Award  (1978); 
the  National  Association  of  Independent  Colleges  and  Universities  Distinguished  Service 
Award  (1980);  Dr.  Charles  H.  Best  Award,  American  Diabetes  Association  (1974); 
Humanitarian  Award,  Juvenile  Diabetes  Foundation  (1974,  1977);  Juvenile  Diabetes  Foun- 
dation "Man  of  the  Year"  Award  (1980);  PA/Conservative  Union  "Appreciation  Award" 
(1978);  Distinguished  Alumnus  Award,  Pennsylvania  State  University  (1970);  Volunteers  of 
America  Booth  Award  (1980);  and  Honorary  Member,  Slumbering  Groundhog  Lodge, 
Quarryville,  Pa.  (1970). 


January  1981 


11 


Mr.  Chairman  and  Members  of  the  Committee: 

It  is  a  pleasure  to  appear  before  you  today  to  discuss  the 
President's  budget  proposals  for  1981  and  1982  for  the 
Department  of  Health  and  Human  Services. 

This  budget  for  1982  totals  $255.3  billion  in  budget 
authority  and  $250.7  billion  in  outlays.,  increases  of  $27-5 
billion  and  $21*5  billion  respectively  above  1981.    While  this 
budget  contains  increases  and  decreases,  this  net  increase  is 
necessary  to  preserve  and  maintain  this  department's  commitment 
to  social  safety  net  programs-    provision  of  these  benefits  to 
those  most  in  need  is  one  of  the  president's  highest  priorities. 

as  you  know,  the  hhs  budget  consists  of  authority  to  spend 
trust  funds,  which  is  not  subject  to  the  appropriations  process, 
as  well  as  regular  appropriations  requests  •    our  appropriations 

REQUEST  FOR  1982   IS   $65. 6   BILLION   FOR  THE  DEPARTMENT'S  PROGRAMS 
CONSIDERED  BY  THIS  COMMITTEE,  A  NET   INCREASE  OF  $4. 9  BILLION  OVER 
THE  1981  LEVEL. 

OUR  BUDGET   IS  AN  ESSENTIAL   PART  OF  THE  PRESIDENT'S  PROGRAM 
FOR  ECONOMIC  RECOVERY.     As  WE  DISCUSS  THE  SPECIFIC  PROPOSALS,  WE 
MUST  KEEP   IN  MIND  THE   IMPORTANCE  OF  THIS   PROGRAM   ~  THE  TOTAL 
PACKAGE  OF   INITIATIVES  DESIGNED  TO  RESTORE  THE  HEALTH  AND  VIGOR 
OF  THE  NATIONAL   ECONOMY.     We  MUST  NOT  LOSE  SIGHT  OF  THE  BENEFITS 
THAT  WILL  ACCRUE  TO  ALL  CITIZENS  WITH  ENACTMENT  OF  THE  PRESIDENT'S 
PROGRAM-      FOR  THIS   PROGRAM   TO   SUCCEED,    BUDGET  CONTROL  IS 
ESSENTIAL. 
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The  revised  budget  for  this  Department  is  consistent  with 
the  principal  goals  of  the  president: 

o  First,  it  maintains  our  Nation's  commitment  to  protecting 

BENEFITS  FOR  RETIRED  WORKERS  AND  ASSISTING  THOSE  MOST  IN 
NEED  OF  SUPPORT  FROM  THE  FEDERAL  GOVERNMENT; 

o  Second,  it  slows  the  growth  of  Federal  spending  to  move 

TOWARD  A  BALANCED  BUDGET;  AND 

o  Third,  it  restores  the  States  and  their  local  governments 

TO  FULL  AND  EFFECTIVE  PARTNERSHIP   IN  THE  FEDERAL  SYSTEM. 

The  budget  I  present  today  reflects  the  significant 

POLICY  CHANGES  NEEDED  TO  ACHIEVE  THESE  GOALS.  OUR  BUDGET  AND 
LEGISLATIVE   PROPOSALS  EMPHASIZE: 

o  Preservation  of  the  social  safety  net  that  provides 
retirement  insurance  benefits  for  the  elderly  and  income 
support  for  dependent  families,  the  elderly  and  disabled. 
The  1982  outlays  for  these  programs  increase  by  $22.7 
billion,  10*5  percent  over  1981. 
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Social  Security  and  Supplemental  Security  Income  benefits 
are  continued  with  full  cost-of-living  increases  and  the 
Medicare  program  is  maintained  at  current  levels  with 
costs  adjusted  for  projected  price  increases. 

o  Reform  of  entitlement  programs  to  eliminate  unintended 
benefits  and  to  avoid  unnecessary  costs-  Legislation 
will  be  proposed  to  limit  unconstrained  growth  in  the 
Medicaid  program.,  to  assure  that  the  Aid  to  Families 
with  Dependent  Children  (AFDC)  program  is  available  only 
to  those  most  in  need,  to  eliminate  certain  secondary  Social 
Security  benefits,  and  to  tighten  eligibility  for 
Disability  Insurance- 

o  Consolidation  of  categorical  programs  into  block  grants. 
The  budget  proposes  consolidating' 40  categorical 
health  and  social  service  programs  into  four  block 
grants:  health  services,  preventive  health  services, 
social  services,  and  energy  and  emergency  assistance- 

These  proposals  embody  our  philosophy  that  assistance 
funds  can  be  used  most  effectively  when  the  states  have 
the  flexibility  to  respond  to  state  and  local  conditions, 
and  that  the  most  effective  federal  role  is  to  serve  the 
States  and  localities  in  this  effort  through  research  and 
other  support  activities- 
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The  proposed  1982  funding  level  is  75  percent  of  1981 
current  services.    the  block  grants  will  result  in  a 
significant  reduction  in  federal  administrative  overhead. 
Funding  for  these  block  grants  is  being  requested 
through  the  appropriations  process,  concurrent  with 
consideration  of  proposed  legislation-  appropriations 
would,  of  course,  be  contingent  upon  the  enactment  of 
new  legislation.    no  funds  are  being  sought  for  any  of 
the  program  authorities  being  consolidated* 

Reduction,  elimination  or  postponement  of  programs. 
Every  program  in  the  Department  has  been  subject  to 
intense  scrutiny  and  reconsideration,  given  the  overall 
fiscal  situation  and  the  need  to  reassess  what 
responsibilities  properly  fall  within  the  purview  of 
the  Federal  Government. 

The  major  decreases  resulting  from  this  scrutiny 
include  the  closure  of  the  public  health  service 
hospitals  and  termination  of  free  government  health  care 
for  merchant  seamen;  the  phase~out  of  the  health  planning 
and  Professional  Standards  Review  Organizations  programs; 
the  phase-out  of  grants  and  new  loans  for  health  maintenance- 
Organizations  by  the  end  of  1983;  and  streamlining  of 
support  for  health  professions  training. 
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o  Reduction  of  Federal  personnel  costs  and  administrative 
overhead »  these  program  reductions  and  terminations 
would  result  in  a  decrease  in  associated  federal 
staffing  of  nearly  8,900  full"t i  me  permanent  positions 
for  the  two  years  ending  in  1^82-    in  addition,  travel, 
consultant  services,  equipment  procurement,  and  other 
items  of  overhead  are  also  being  decreased. 

i  will  now  detail  the  specifics  of  the  budgets  of  each  of  the 
Department's  operating  components.    Although  primary  emphasis  will  be 

PLACED  ON   ITEMS  THAT  COME  BEFORE  THIS   SUBCOMMITTEE,    I  WILL 

DISCUSS  OTHER   ITEMS   IN  ORDER  TO   PUT  THE  HHS  BUDGET   IN  A  MORE  COMPLETE 

PERSPECTIVE. 

PUBLIC  HEALTH  SERVICE 
For  Public  Health  Service  programs  within  this  Subcommittee's 
jurisdiction,  we  are  requesting  appropriations  of  $6,460  million, 

A  DECREASE  OF  $394  MILLION  FROM  THE  1981  REVISED  LEVEL.     Th I S 

budget  embodies  significant  redirection  of  the  wide  array  of 
discretionary  health  programs  which  were  developed  and  have 
grown  substantially  over  the  past  decade. 

Foremost  is  the  proposal  to  consolidate  26  categorical 
grant  programs  into  two  state  block  grants  -.7  health  services  and 

PREVENTION.  By  COMBINING  THE  CURRENT  MIX  OF  COMPLEX  AND  OVER- 
LAPPING GRANTS  INTO  TWO  COMPREHENSIVE  FUNDING  PACKAGES,  STATES 
WILL  HAVE  THE  MANAGERIAL  AND  POLICY  FLEXIBILITY  TO  RESPOND 


78-363  0-81-2 
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APPROPRIATELY  TO  THEIR  MOST   PRESSING  HEALTH  NEEDS.     THE  1982 
BUDGET   INCLUDES   $1-4  BILLION   FOR  THE  TWO  HEALTH  BLOCK  GRANTS: 
$1.1   BILLION  FOR  HEALTH   SERVICES  AND   $0-3  BILLION  FOR 
PREVENTION  ACTIVITIES. 

A  SECOND   PROPOSAL   IS  TO  ELIMINATE  THE  CURRENT  SYSTEM  OF 
PROVIDING   FREE  GOVERNMENT  HEALTH  CARE  SERVICES  TO  MERCHANT 
SEAMEN  AND  THUS  CLOSE  THE  PUBLIC  HEALTH   SERVICE  HOSPITALS-  AT 
PRESENT  THE   PHS  OPERATES   EIGHT  GENERAL   HOSPITALS  AND  TWENTY'S  EVEN 
CLINICS,,   WHICH  EMPLOY  OVER  5,500  DOCTORS,   NURSES,   TECHNICIANS  AND 
SUPPORT  STAFF  TO  PROVIDE  THIS   SUBSIDIZED  CARE-     Th I S   SYSTEM  EVOLVED 
FROM  A  TIME  WHEN  AMERICAN   PORT  CITIES  HAD   INADEQUATE  MEDICAL 
SERVICE  TO  PROTECT  THE  PUBLIC  FROM  COMMUNICABLE  DISEASES  CARRIED 
BY  SEAMEN.     TODAY,   THE  HOSPITALS  ARE  UNDER-USED,   AND  MANY  ARE 
LOCATED   IN  AREAS  WITH  AN   EXCESS   SUPPLY  OF  HOSPITAL  BEDS.  WE 
ARE  SEEKING  YOUR  CONCURRENCE   IN  CLOSING  THE  HOSPITAL  AND  CLINIC 
SYSTEM  BY   INCLUDING   IN  APPROPRIATION  LANGUAGE  A  PROVISION 
WHICH  WOULD  DELETE  THE  CURRENT  STATUTORY  MANDATE  TO  MAINTAIN 
SERVICES  AT  THE  LEVEL   PROVIDED   IN  1973.      ALSO,  SEPARATE 

legislation  to  achieve  this  purpose  will  be  submitted  to  the 
Congress. 

In  order  to  eliminate  unnecessary  Federal  subsidies,  we 
propose  to  phase  out  the  federal  grant  and  loan  subsidy  program 
to  Health  Maintenance  Organizations  (HMOs).    There  are  now  in  the 
United  States  235  HMOs  with  9  million  members.    Of  these,  about 

TWO-THIRDS   HAVE  BEEN   INITIATED  WITHOUT  FEDERAL  DOLLARS-  THE 
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growing  public  recognition  and  acceptance  of  hmos,  which  was  an 
untried  approach  to  the  delivery  of  health  services  in  many  parts 
of  the  country  until  recently,  eliminates  the  need  for  additional 
Federal  financial  incentives  to  spur  development  of  this  once 
fledgling  industry.    to  improve  the  competitiveness  of  hmos,  we 
will  propose  legislation  to  modify  unnecessarily  restrictive 
requirements  for  federal  qualifications  currently  found  in  the 
Health  Maintenance  Organizations  Act. 

as  part  of  our  government-wide  effort  to  stimulate  greater 
competition  within  the  health  care  industry,  we  would  phase  out 
the  federally  funded  health  planning  program.    the  213  local 
health  systems  agencies  and  57  state  planning  organizations  have 
imposed  additional  regulatory  burdens  on  the  industry  with  little 
apparent  impact  on  controlling  health  cost  increases  nationally. 

to  prevent  unnecessary  program  growth  and  costs,  the  budget 
for  1981  and  1982  proposes  to  eliminate  funding  for  new  national 
Health  Service  Corps  Scholarships.    The  recent  growth  in  the 
aggregate  supply  of  doctors  has  caused  physicians  increasingly  to 
locate  new  practices  in  many  unserved  or  underserved  areas. 
This  has  mitigated  the  need  for  continued  expansion  of  the 
National  Health  Service  Corps  (NHSC)  field  program.    Thus,  the 
program  is  being  limited  to  a  field  strength  of  2,500,  AN  INCREASE 

OF  450  ASSIGNEES  ABOVE   1981,   WHICH  WOULD  MEET  THE  NEEDS  OF  THE 
MOST  CRITICALLY  UNDERSERVED  AREAS  OF  THIS  COUNTRY   INCLUDING  THOSE 
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in  urban  areas.  scholarships  will  continue  to  be  awarded  to 
students  currently  receiving  them •    those  students  already  in  the 
"pipeline"  will  be  sufficient  to  maintain  a  corps  of  2,500  for  the 
near  future. 

The  Federal  Government  is  the  principal  source  of  funding  for 
biomedical  research  in  this  country •    the  research  budgets  for  the 
National  Institutes  of  Health  (NIH)  and  Alcohol,  Drug  Abuse  and 
Mental  Health  Administration  (ADAMHA)  total  $3.98  billion  in  1982, 
an  increase  of  $255  million  over  1981,  and  reflect  our  commitment 
to  maintaining  a  strong  national  biomedical  research  enterprise. 

Research  project  grants,  the  primary  vehicle  for  stimulating 
scientific  development,  will  be  funded  at  $2*1  billion  in  1982* 
This  would  permit  the  award  of  4,900  new  grants  in  NIH  and  545  in 
ADAHHA.    Funds  are  also  included  to  support  11,310  research 

TRAINEES;   HOWEVER,   PAYMENTS  TO  TRAINING   INSTITUTIONS  FOR  SUPPORT 
COSTS   OVER  AND  ABOVE  NORMAL   TUITION,   FEES,   AND  LIVING  EXPENSES  FOR 
THE   INDIVIDUAL   RECIPIENTS  WOULD  BE  ELIMINATED. 

WE   PLAN  TO   REFOCUS  FEDERAL  AID  FOR  THE  TRAINING  OF  HEALTH 
PROFESSIONALS,   AND  THE  BUDGET  FOR  1982   INCLUDES   $120  MILLION  FOR 

this  purpose.    Legislation  is  being  proposed  to  target  limited 
support  on  national  priority  medical  and  nonphysician 
specialities  where  shortages  persist.    the  supply  of  health 
professionals  has  increased  significantly  over  the  past  20  years, 
and  the  need  for  further  federal  incentives  to  increase  the 
overall  national  supply  no  longer  exists. 
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In  conjunction  with  the  request  to  establish  block  grants 
and  other  proposed  budget  reductions,  we  have  requested  a  1981 
supplemental  of  $121  million  for  program  termination  expenses. 
These  funds,  discussed  at  a  hearing  of  this  Subcommittee  on  March 
19,  would  be  available  for  three  years  and  will  cover  personnel 
severance  costs  and  the  costs  of  temporary  arrangements  to 
maintain  certain  program  services  until  termination  is  completed. 

HEALTH  CARE  FINANCING  ADMINISTRATION 
The  1982  budget  for  the  Health  Care  Financing  Administration 
(HCFA)  includes  outlays  of  $64-5  billion  from  both  trust  funds  and 
appropriations.    This  is  an  increase  of  12  percent  over  the  current 
estimate  for  1981.    Approximately  48  million  beneficiaries  will 
receive  health  care  services  through  the  medicaid  and  medicare 
programs  in  1982,  an  increase  of  more  than  one  million  over  1981. 

For  HCFA  programs  which  require  appropriations  action, 
primarily  Medicaid  and  a  portion  of  the  Medicare  program,  we  are 
requesting  $33  billion  in  1982- 

The  1982  appropriations  request  for  the  Medicaid  program 
under  current  law  is  $18. 4  billion,  an  increase  of  $1*8  billion 

OVER  THE  REVISED  ESTIMATE  FOR  1981 .     Th I S   ESTIMATE   IS  BASED  ON  THE 

aggregate  of  the  november  states'  estimates  for  medicaid  vendor 
payments,  State  and  local  administration  and  State  certification 
of  Medicaid  providers.    This  appropriations  request  does  not 
reflect  the  -effect  of  our  proposed  "cap"  on  Medicaid  which 
requires  legislative  action. 
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a  total  of  $14.5  billion  is  requested  for  payments  to  the 
Health  Care  Trust  Funds,  an  increase  of  almost  $5  billion  over 
1981.    Most  of  this  increase  is  for  Federal  matching  of  premiums 
paid  by  or  for  individuals  enrolled  in  the  supplementary 
Medical  Insurance  (SMI)  program.    The  growth  in  the  Federal 
payment  for  the  smi  program  is  due  primarily  to  rising 
program  costs,  statutory  limitations  on  premium  increases, 
and  the  need  for  a  contingency  margin  to  keep  the  program 
actuarially  sound  in  the  future. 

The  1982  revised  budget  also  contains  a  number  of  program 
innovations  designed  to  begin  reform  of  the  financing  for 
health  care  services- 

Chief  among  these  initiatives  is  the  proposal  to  establish 

AN   INTERIM  LIMIT   (a   "CAP" )  ON  FEDERAL   SUPPORT  FOR  MEDICAID* 

This  arrangement  would  replace  the  current  system  of  open-ended 
Federal  payments  to  States,  which  has  contributed  to  Medicaid 
expenditure  increases  of  more  than  15  percent  each  year  for  the 

LAST  FIVE  YEARS.     By  LIMITING  FEDERAL   EXPENDITURES,   STATES  WILL 

have  additional  incentives  to  reduce  abuse  and  waste  and  to  provide 
services  on  a  more  cost-effective  basis  to  those  most  in  need- 

This  legislation  will  also  give  States  additional  flexi- 
bility TO  DEVELOP   INNOVATIVE  METHODS  FOR  THE  FINANCING  AND 
DELIVERY  OF  SERVICES*     TH I S   EXPANDED  AUTHORITY,   COMBINED  WITH 
LEGISLATIVE   INITIATIVES   IN  THE  AFDC  PROGRAM  DESIGNED 
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TO  TARGET  WELFARE  ASSISTANCE  MORE  CLOSELY  TO  THOSE   IN  GREATEST 

need,  is  intended  to  permit  states  to  reorganize  their  programs 
and  control  medicaid  costs- 

Our  proposal  which  has  an  effective  date  of  July  1,  1981, 
would  result  in  1982  savings  of  $1  billion. 

Over  the  next  two  years,  the  Administration  plans  to  develop 
and  begin  implementation  of  a  pro-competition  legislative  package 
that  would  reform  the  way  health  care  services  are  reimbursed 
and  delivered.    these  reforms  will  be  comprehensive  and  will 
address  such  issues  as  employer  contributions  to  employee  health 
insurance  and  the  marketing  of  health  insurance  plans  that 
promote  cost-conscious  behavior. 

Our  budget  also  contains  other  legislative  proposals 
designed  to  increase  the  cost-effectiveness  of  medicaid  and 
Medicare.    It  includes  repeal  of  several  low-priority  benefit 
expansions  adopted  by  the  congress  in  the  1980  omnibus 
Reconciliation  Act,  and  the  establishment  by  regulation  of  a 
single  reimbursement  rate  for  all  providers  of  chronic  renal 
dialysis.    The  repeal  of  Reconciliation  Act  provisions  would 
avoid  Federal  costs  of  $0.7  billion  in  1982.    The  revision  of 
reimbursement  rates  for  chronic  renal  dialysis,  which  would 
eliminate  an  unjustified  payment  differential  for  many  hospital- 
based  providers,  would  result  in  medicare  savings  of  $105  million 

IN  1982- 
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Reducing  unnecessary  Federal  regulation  of  the  health  care 
industry  is  another  major  objective  of  the  1982  budget  •    as  part 
of  this  effort,  the  department  is  proposing  to  phase  out  the 
Professional  Standards  Review  Organizations  (PSRO)  by  the  end  of 
1983.    In  conjunction  with  the  phase-out  of  the  PSRO  program, 
legislation  will  also  be  proposed  to  eliminate  the  requirement 
for  utilization  review  by  providers  not  covered  by  psro  review. 

Elimination  of  Federal  regulation  in  this  area  will  allow 
the  States  and  private  health  care  providers  to  determine  the  need 
for,  and  the  most  appropriate  form  of,  utilization  review. 

The  Department  is  also  proposing  to  reduce  the  frequency  of 
certification  surveys  for  facilities  participating  in  medicare  and 
Medicaid.    To  ensure  that  health  and  safety  standards  are 
maintained,  surveys  will  be  conducted  on  a  sample  basis  with 
special  attention  given  to  providers  with  a  history  of 
non-compliance  with  program  requirements- 

as  part  of  a  general  effort  to  minimize  administrative  costs, 
the  budget  proposes  to  maintain  funding  for  research  and 

DEMONSTRATION  PROJECTS   IN   1981  AND  1982  AT  THE  1980  PROGRAM 
LEVEL  OF  $46  MILLION,    INCLUDING  $29  MILLION   IN  NEW  1982  BUDGET 
AUTHORITY.     THE  BUDGET  ALSO   INCLUDES  REDUCTIONS   IN  HCFA  PERSONNEL 
AND  OPERATING  EXPENSES   RELATED  TO  THESE   PROGRAM  CHANGES.  THESE 
REDUCTIONS  WILL  SAVE  $4  MILLION  AND  128  POSITIONS  COMPARED  TO 
1981- 
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SOCIAL  SECURITY  ADMINISTRATION 

The  Department's  income  security  programs  —  Social  Security 

and  the  needs-based  income  support  programs  "  form  an 

integral  part  of  the  president's  social  safety  net. 

In  1982,  the  Social  Security  Administration  programs  will 

TOTAL   1167.1  BILLION   IN  BUDGET  AUTHORITY  AND  $172-8  BILLION  IN 

outlays,  including  $3«6  billion  in  proposed  legislative 
savings.    Approximately  90  percent  of  this  total  represents 
trust  fund  activity  which  this  committee  does  not  consider. 
Programs  which  require  appropriations  action  account  for 
$19.2  billion  under  current  law,  primarily  for  the 
Supplementary  Security  Income  (SSI)  and  AFDC  programs.  In 
addition,  your  committee  considers  $3. 3  billion  in  trust  fund 
administrative  expense  limitations. 

i  would  like  to  summarize  for  you  now  the  major 
components  of  our  1982  social  security  budget,  including 
highlights  of  the  trust  fund  benefit  programs. 

Social  Security  Benefits 

Under  current  law,  Social  Security  trust  fund  outlays  will 
increase  by  $19-8  billion  in  1982.  continued  growth  in  program 
costs  is  due  largely  to  two  factors:  expanding  beneficiary 


\ 
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POPULATION   (UP  OVER  HALF  A  MILLION   IN   1982),   AND  HIGHER  BENEFIT 
LEVELS,   PRINCIPALLY  DUE  TO  COST-OF-LIVING   INCREASES   (11. 2  PERCENT 
ESTIMATED  FOR  JUNE   1981,   AND  9-3   PERCENT   ESTIMATED  FOR  JUNE  1982). 

The  1982  revised  budget  proposes  several  revisions  to  the 
Social  Security  benefit  structure  as  part  of  the  President's 
economic  revitalization  program •    the  proposed  reforms  have  been 
designed  to  assure  that  basic  social  security  coverage  is 
protected  and  that  program  alternatives  are  available  to 
minimize  the  impact  of  changes  on  low-income  beneficiaries- 

In  total,  our  recommendations  with  respect  to  Social 
Security  are  estimated  to  yield  about  $2.2  billion  in  1982 
savings,  including  offsetting  administrative  expenses  and 
increased  SSI  payments.    In  1986,  savings  to  the  trust  funds 

WOULD  TOTAL   $5-5  BILLION  WITH   ENACTMENT  OF  THIS  LEGISLATIVE 
PROGRAM. 

Repeal  of  the  minimum  benefit  and  the  cap  on  benefits 
payable  from  multiple  disability  payment  sources  are  examples  of 
program  modifications  designed  to  bring  payments  into  a  better 
relationship  with  recipients'  earnings  histories.    the  ssi 
program  will  provide  a  doll ar" for"dollar  offset  for  low-income 
persons.    Phase-out  of  the  age  18-21  student  dependents'  benefit 
eliminates  a  program  which  was  added  to  the  social  security 
system  in  the  context  of  1960 ' s  federal  educational  policy, 
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and  when  it  was  thought  that  the  social  security  system  had 
excess  resources.    comprehensive  student  aid,  including 
outright  grants  as  well  as  loans,  will  continue  to  be 
available  for  all  needy  students  through  programs  of  the 
Department  of  Education. 

These  and  the  other  benefit  changes  eliminate  peripheral, 
special  and  outmoded  social  security  provisions,  reduce  federal 
spending  requirements  and,  at  the  same  time,  help  to  assure  the 
availability  of  resources  for  core  social  security  protection. 

As  the  Assistant  Secretary  for  Management  and  Budget 

DISCUSSED  WITH   YOU  AT  YOUR   RESCISSION/SUPPLEMENTAL  HEARING, 
IMPLEMENTING  THESE  LEGISLATIVE  REFORMS  WILL  BE  A  MAJOR 
UNDERTAKING  FOR  THE  SOCIAL  SECURITY  ADMINISTRATION,  REQUIRING 
CAREFUL   PLANNING,    NEW   EMPLOYEE   HIRING  AND  TRAINING,    AND  MANY 
SYSTEMS  CHANGES  • 

In  this  regard,  we  have  requested  A  PROGRAM  SUPPLEMENTAL 

OF  $67  MILLION,   AND  THE  1982  ADMINISTRATIVE  EXPENSES  BUDGET 
INCLUDES  APPROXIMATELY   $280  MILLION  TO  ACCELERATE  REVIEWS  OF 
DISABILITY  CASES   NOW  ON  THE  ROLLS  AND  TO  MAKE  THE  NEEDED  SYSTEMS 
IMPROVEMENT  ESSENTIAL  TO  SUCCESSFUL   IMPLEMENTATION  OF  THESE 
LEGISLATIVE  CHANGES- 
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i  would  also  highlight  one  major  piece  of  unfinished 
business  which  is  receiving  the  highest  priority  attention 
from  this  Administration.    As  you  are  aware,  outlays  from 
the  Old  Age  and  Survivors'  Insurance  (OASI)  Trust  Fund  are 
estimated  to  exceed  income  under  current  law  in  1982  -  the 
Administration  believes  a  comprehensive  reform  of  Social 
Security  financing  is  necessary  to  insure  adequate  payments. 
An  interdepartmental  task  force  is  currently  working  to 
develop  such  a  reform  package  for  presentation  to  congress 
in  the  near  future. 

Income-Tested  Programs 

Needs-based  income  support  programs  for  which 
appropriations  are  requested  include:  supplemental  security 
Income  for  the  aged,  blind,  and  disabled;  Aid  to  Families 
with  Dependent  Children,  principally  for  single-parent 
families  with  children,  and  Child  Support  Enforcement;  and 

THE  PROPOSED  ENERGY  AND  EMERGENCY  ASSISTANCE  BLOCK  GRANT.  In 
ADDITION,   WE  ARE  ALSO  SEEKING  FUNDING  FOR  MAKING  PAYMENTS  FOR 
COAL  MINERS  DISABLED  BY  BLACK  LUNG  DISEASE  AND  THEIR 
SURVIVORS. 

THE  MAJOR  POLICY  RECOMMENDATIONS   FOR  THESE  PROGRAMS 
INCLUDE  THE  CONSOLIDATION  OF  ENERGY  AND  EMERGENCY  ASSISTANCE 
INTO  A  BLOCK  GRANT  AND  A  SERIES  OF  PROPOSED  ELIGIBILITY 
MODIFICATIONS    IN  THE  AFDC  PROGRAM. 
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The  Emergency  and  Energy  Assistance  block  grant  proposal 
consolidates  the  lowincome  energy  assistance  program  which 
expires  at  the  end  of  this  year  and  the  emergency  assistance 
program  under  tltle  iv  of  the  social  security  act.    under  this 
proposal,  States  would  have  complete  flexibility  to  determine 
programs  of  fuel  assistance  and  other  crisis  or  emergency  needs 
for  their  low-income  households-    the  1982  budget  includes  $1.4 
billion  for  this  block  grant,  requested  as  a  contingency 
appropriation  to  be  enacted  concurrent  with  consideration  of 
authorizing  legislation. 

a  major  legislative  initiative  is  being  proposed  for  the 

AFDC  PROGRAM  TO  TARGET  MORE  EFFECTIVELY  WELFARE  ASSISTANCE  ON 
THOSE  MOST   IN  NEED,   TO  REDUCE   INCENTIVES   FOR  REMAINING  ON 
ASSISTANCE,   AND  TO   IMPROVE  PROGRAM  MANAGEMENT.     THESE  AND  OTHER 
CHANGES  WILL   RESULT   IN  AN  ESTIMATED  $1*0  BILLION   IN  FEDERAL 
SAVINGS   IN   1982,   GROWING  TO  $1»3   BILLION   BY   1986-      STATE  AND 
LOCAL   GOVERNMENT  SAVINGS  ARE  EXPECTED  TO  TOTAL  APPROXIMATELY 

$850  MILLION  IN  1982«    The  appropriations  request  pending  before 
hie  Congress  now,  however,  is  based  on  current  law.  After 
enactment  of  specific  legislative  changes,  we  will  seek 
appropriate  modifications  to  the  1982  spending  levels.  the 
major  provisions  are: 

o    Payment  of  the  Earned  Income  Tax  Credit  (EITC)  will  be 

ASSUMED   FOR  ALL   ELIGIBLE  FAMILIES  AND  TREATED  AS  EARNED 
INCOME   IN  CALCULATING  BENEFITS- 
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o    In  determining  eligibility  for  and  the  amount  of  monthly 

BENEFITS,   WORK  EXPENSES  WILL  BE  STANDARDIZED  AT  $75,  CHILD 
CARE  COSTS  WILL  BE  CAPPED  AT  $50  PER  CHILD,   AND  APPLICATION 
OF  THE  $30  AND  ONE~TH I RD   EARNED   INCOME  DISREGARD  WILL  BE 
MODIFIED.      IN   ADDITION,   A  MAXIMUM  ELIGIBILITY  CAP  FOR 
EARNINGS  WILL  BE  SET  AT   150  PERCENT  OF  THE  STATE'S  NEED 
STANDARD- 

o    States  will  be  required  to  count  the  income  of  a  step- 
parent OR  THOSE  ASSUMING  THE  ROLE  OF  STEP-PARENTS  IN 
DETERMINING  AFDC  ELIGIBILITY  AND  PAYMENT  AMOUNTS  AND 

States  will  be  permitted  to  reduce  the  AFDC  grant  by  the 
amount  of  Food  Stamp  and  housing  assistance  subsidies  which 
duplicate  the  food  and  shelter  components  of  afdc. 

o    All  States  will  be  required  to  adopt  periodic  reporting 

AND  THE  RETROSPECTIVE  SYSTEM  OF  REFLECTING  CHANGES  IN 
RECIPIENTS'    EARNINGS  AND  OTHER  FACTORS  AFFECTING  PROGRAM 
ELIGIBILITY. 

o    Federal  matching  for  training  costs  related  to  the 

ADMINISTRATION  OF  AFDC  WILL  BE  REDUCED  TO  THE  REGULAR 
50  PERCENT  ADMINISTRATIVE  EXPENSES  MATCHING  RATE. 

o    Payments  will  be  terminated  for  dependent  children  at  age 

18,   UNLESS  THE  CHILD   IS   IN  THE  LAST  YEAR  OF  HIGH  SCHOOL, 
AND  PERSONS   PARTICIPATING   IN  LABOR  DISPUTES  OTHER  THAN 
EMPLOYER  LOCKOUTS  WILL  NO  LONGER  BE  ELIGIBLE. 
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o    States  will  be  required  to  establish  "workfare"  programs 

WHICH  WILL   REQUIRE  RECIPIENTS  IN  CATEGORIES   EXPECTEO  TO 

WORK  TO  ACCEPT  PRIVATE  SECTOR  JOBS   OR  COMMUNITY  WORK 
ASSIGNMENTS • 

o    The  unemployed  parent  program  will  be  modified  to  define 

ELIGIBILITY  BASED  ON   THE  PARENT  WHO   IS  THE   PRIMARY  WAGE 
EARNER* 

The  1982  budget  also  includes  a  number  of  legislative 
proposals  designed  to  increase  chilo  support  enforcement  program 
collections  and  make  the  sharing  of  net  program  costs  between  the 
Federal  Government  and  State  governments  more  equitable. 

o    States  would  be  authorized  to  collect  spousal  support  when 

COURT  ORDERS    INCLUDE  SUPPORT  FOR  A  CHILD'S  CARETAKER 
RELATIVE; 

o    States  will  be  required  to  retain  up  to  10  percent  of 

COLLECTIONS  MADE  ON  BEHALF  OF  NON"AFDC  FAMILIES  AS  A  FEE  TO 
COVER  THE  COST  OF  THE  SERVICE; 

o    An  amendment  to  the  Bankruptcy  Act  will  be  proposed  to 

PROHIBIT  THE  DISCHARGE  OF  CHILD  SUPPORT  OBLIGATIONS  THROUGH 
BANKRUPTCY  PROCEEDINGS; 

o    The  Internal  Revenue  Service  will  be  required  to  intercept 
Federal  income  tax  refunds  to  collect  child  support 
arrearages  from  liable  absent  parents  pursuant  to  a  legal 
support  obligation;  and 
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o    The  incentive  payment  formula  will  be  revised  so  that 
these  payments  are  deducted  from  both  the  state  and 
Federal  share  of  collections  rather  than  from  only  the 
Federal  share  of  collections. 

Overall,  these  proposals,  if  approved  by  the  Congress, 
will  provide  additional  resources  to  both  the  federal 
Government  and  the  States:    the  Federal  Government  will  move 
from  an  estimated  $158  million  loss  to  a  $15  million  savings 
position  and  the  state  savings  will  increase  by  an  additional 

$33  MILLION. 

OFFICE  OF  HUMAN  DEVELOPMENT  SERVICES 
we  are  requesting  $6«0  billion  in  appropriations  for  social 
service  programs  to  be  administered  by  the  office  of  human 
Development  Services  in  1982,  approximately  $1.1  billion  below 
comparable  1981  levels. 

Federal  spending  on  social  services  has  grown  rapidly 
IN  recent  years,  and  new  approaches  to  providing  these  services 
are  essential.    In  this  context,  the  major  focus  in  the  1982 
budget  revisions  is  on  increasing  state  flexibility  in  the 
programming  and  administration  of  resources.    this  objective  is 
being  carried  out  through: 

o  Consolidation  of  the  major  Federal  social  service  authorities, 
including  Title  XX,  child  welfare,  foster  care,  rehabilitation 
services  and  community  services  into  a  single,  flexible  block 
grant  to  the  states. 
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o    Consolidation  of  aging  services  and  nutrition  and  related 
Department  of  Agriculture  activities  into  a  new  aging  services 
authority  with  increased  state  flexibility. 

0  Consolidation  of  other  OHDS  discretionary  and 
research  and  demonstration  activities. 

In  addition,,  the  1982  revised  budget  accords  high  ■ 
priority  to  the  head  start  program. 

1  would  like  to  briefly  highlight  these  proposals  for  the 
Committee. 

Social  Services  Block  Grant 

The  major  proposal  affecting  the  structure  of  social 
services  and  Federal/State  administrative  relationships  is 
the  recommended  consolidation  of  service  activities  into  a 

SINGLE,   FLEXIBLE  SOCIAL   SERVICES  BLOCK  RRANT.      In   TOTAL,  THIS 

block  grant  will  be  funded  at  $3»8  billion  in  1982,  approxi- 
mately 75  percent  of  the  $5*0  billion  1981  funding  level  for 
the  categorical  programs  proposed  for  inclusion  in  the  grant. 

This  block  grant  will  provide  for  the  same  types  of 
activities  now  funded  on  a  categorical  basis  as  well  as 
such  related  activities  as  legal  services  for  the  poor 
which,  while  not  specifically  included  for  the  purposes 
of  funding  levels  in  the  block  grant,  would  be  authorized 
under  it.    States  will  not  be  required  to  allocate  funding 
on  the  basis  of  either  program  or  population  earmarks. 
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The  funding  distribution  to  the  States  will  be 
proportional  to  funds  allocated  in  1981,  and  no  state  matching 
or  ma  i ntanence  of  effort  will  be  mandated • 

Under  the  block  grant,  we  will  be  able  to  streamline  our 
Federal  administrative  responsibilities  with  savings  of  over 
200  staff  in  1982- 

In  a  companion  proposal  to  the  block  grant,  we  are  also 
proposing  consolidation  of  several  related  research  and 
development  activities.    th i s  approach  is  designed  to  respond 
more  flexibly  to  state  requests  for  information  and  assistance 
to  improve  the  administration  and  effectiveness  of  their 
social  service  programs.    th i s  activity  would  be  funded  at  a 
level  of  $61  million. 

Aging  Programs 

The  1982  budget  also  proposes  $715  million  for  State- 
operated  PROGRAMS  WHICH  PROVIDE  NUTRITION,  TRANSPORTATION, 

in-home  and  legal  services  to  persons  over  60  years  old.  the 
revised  budget  includes  a  transfer  to  hhs  of  the  department  of 
Agriculture-administered  food  commodities  program  for  the 
elderly.    over  75  percent  of  these  funds  are  now  used  for  cash 
payments  to  states  rather  than  for  commodities  and  there  is, 
therefore,  no  reason  to  continue  a  separate  program.    th i s 
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ACTIVITY  WILL  BE  FOLDED    INTO  HHS'    AGING  AUTHORITY    IN   1982,  AND 
FUNDS  WILL  BE  DISBURSED  TO  THE   STATES   UNDER  THE  PROGRAM'S 
ALLOTMENT  FORMULA  •      In  ADDITION,   WE  ARE   PROPOSING  CONSOLIDATION 

of  the  separate  services  and  nutrition  authorities  into  a 
single  State  grant  program  authority. 

This  funding  level  is  slightly  more  than  the  1981  level, 
and  it  is  expected  that  the  states,  through  the  additional 

PROGRAM   FLEXIBILITY   PROPOSED    IN   THE   1Q82  BUDGET ,   WILL   BE  ABLE 
TO  MAINTAIN: 

o    665  Area  Agencies  and  57  State  Agencies; 

O      A   FULL    RANGE   OF   COMMUNITY   SERVICES    FOR   THE  AGED, 
INCLUDING    INFORMATION   AND    RECERRAL,  TRANSPORTATION 
AND   COUNSELING   FOR   AN   ESTIMATED   3-2   M I LL  I  ON  ELDERLY 
PERSONS   WILLj  AND 

0    an  estimated  611,000  daily  meals  in  both  congregate 
sites  and  through  the  home  delivery  program. 

Head  Start 

The  proposed  1982  budget  of  $950  million,  an  increase 
of  $130  million  or  15  percent  above  the  1981  level,  will 
maintain  or  improve  the  quality  of  we ad  start  services  at 
a  projected  enrollment  level  of  374,300-    of  the  children 
served  by  this  program,  90  percent  are  from  poor  families 
and  10  percent  are  handicapped-    this  program,  while  not  part 
of  the  social  safety  net,  has  been  protected  from  reductions 
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in  the  1982  budget  by  the  president.   both  he  and  i  support 
the  continued  high  priority  which  this  program  deserves- 

of  the  $130  million  increase,  $78  million  is  requested  as  a 
cost-of-living  adjustment  to  maintain  enrollment  in  full" year 
programs  and  prevent  a  further  deterioration  of  program  quality, 
the  balance  of  $52  million  will  be  targeted  for  specific 
improvements  in  service  quality,  such  as  improved  teacher 
salaries,  reductions  in  classroom  size,  and  corrections  of 
deficiencies  in  facilities. 

Head  Start  funding  increases  which  have  been  provided  since 
1978  have  largely  been  used  to  offset  inflation.    despite  these 
increases,  operating  costs  have  increased  more  rapidly  than 
available  funding*    there  is  growing  concern  that  this  trend,  if 
not  reversed,  will  lead  to  a  decline  in  program  quality- 

REFUGEE  AMD  ENTRANT  PROGRAMS 
This  Department  also  administers  assistance  programs  for 
refugees  and  entrants.    the  1982  budget  includes  $684  million  for 
these  programs,  approximately  $300  million  less  than  1981.  this 
reduction  in  funding  is  due  to  the  expected  resettlement  of  the 
1980  influx  of  Cuban/Haitian  entrants;  implementation  of  a 
three-year  limit  on  assistance  eligibility  effective  next  month; 
several  eligibility  changes  to  conform  refugee  assistance 
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benefits  more  closely  to  those  available  to  ii  - s -  citizens  and 
other  immigrants;  and  termination  of  funding  for  the  old  cuban 
Refugee  program.,  which  has  been  under  a  phase-out  schedule  since 
FY  1978. 

Within  the  $684  million  request,  we  are  seeking  $584  million 
for  Refugee  Assistance,  $73  million  for  Cuban/Haitian  entrant 
assistance  activities  and  $27  million  to  complete  resettlement 
activities  of  the  cuban/ha  i t i  an  task  force,    the  principal 
purpose  for  this  funding  is  to  reimburse  states  for  their  costs 
in  providing  cash  and  medicaid  assistance  to  needy  refugees  and 
entrants. 

DEPARTMENTAL  MANAGEMENT 
The  FY  1982  budget  request  for  those  activities  within  the 
Office  of  the  Secretary  totals  $264  million.    The  General 
Departmental  Management  appropriation  supports  the  executive 
leadership  of  the  Department  as  well  as  specialized  staff 
services  performed  for  the  Department's  primary  operating 
components  on  a  centralized  basis-    also  included  within  the 
$264  million  are  appropriations  for  the  inspector  general,  the 
Office  for  Civil  Rights,  and  Policy  Research. 

The  FY  1982  request  of  $147  million  for  General  Departmental 
Management  reflects  program  reductions  of  $4.2  million  and  130 
fewer  positions,  offset  by  increases  necessitated  by  the  impact 
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of  inflation.    wlthin  the  total,  however,  one  critical 
administration  initiative,  improved  cash  management,  will  be 
pursued  at  an  increased  level- 

to  help  fulfill  the  administration's  pledge  to  assure 
effective  and  efficient  government,  the  fy  1982  request  for  the 
Office  of  the  Inspector  General  provides  increased  funding  levels 
for  the  State  Medicaid  Fraud  Control  Unit  program,  including 
permanent  incentive  funding  beyond  the  initial  first  three 
years  of  the  units'  operations- 

For  the  Office  for  Civil  Rights,  we  are  requesting  $18 
million  which  will  enable  this  office  to  continue  to  be 
responsive  to  individual  complaints  of  discrimination  and  to 
perform  necessary  pre-grant  reviews.    a  reduction  of  $1  million 
in  this  account  reflects  reductions  in  federal  personnel  costs 
consistent  with  the  administration's  commitment  to  streamline 
administrative  costs. 

For  Policy  Research,  we  are  requesting  $17  million  to 
enable  us  to  concentrate  on  those  research  matters  of  the 
highest  priority  to  this  administration- 

That  concludes  my  statement-    I  will  be  happy  to  answer 

ANY  QUESTIONS  YOU  MAY  HAVE  AND  LOOK   FORWARD  TO  WORKING  WITH  YOU 
TO  ACHIEVE  THESE  GOALS- 


37 


fa 

W 

co 

H 

H 

U 

M 

M 

2 

> 

O 

W 

CO 

CO 

2 

2 

CM 

<• 

o 

00 

as 

M 

o\ 

D 

2 

< 

M 

05 

Q 

05 

< 

2 

P-i 

< 

O 

>* 

05 

X 

fa 

•J 

H 

fa 

< 

< 

< 

to 

fa 

M 

CO 

fa 

fa 

o 

o 

2 

H 

05 

2 

O 

W 

fa 

s 

H 

CO 

05 

H 

38 


i 


41 


42 


°I  CD 

eg  ©o 

55  92 


CO  3 
C  -Q 

as 

c  o 

£^ 

t:cc 

0)  © 

X  c 
O  © 

=  CD 


E 
o 


LA 
CO 

■a 
© 
o 

3 
"O 

03 

cc 

CO 
CO 


©  a> 

CO  CO 

3  3 
CO  00 


1 


« 

o 

c§  ^ 

s  o 


i 

! 


LL  CD 

«  CO 

2  co 
oo  o 

£  o 

2* 


0) 


5§. 


CD  I  « 


3  =  3 

co  .2  O 


z  co 


CO 

151 

C  f-  CD 
—  CM  U_ 
CD  -CO-  _ 

i2  5 
CO  p 
3  I— 

^  in  .E 


co 

CO 


43 


44 


0 

■8 

O 


CO 
CO 

© 
c 

> 

Bin 

S 
CD 


> 

0) 

Q 

CO 

© 


© 
CO 

© 
© 
> 

o 


x 


c 
o 

B  • 
S  | 

©  i 

£  I 

5  > 

CO  ^ 

s  w 

O  CD 

co  jS 

f  5 


c 
© 

CO 

© 
© 


p 


© 

5 

© 

■  MM 

©  © 

a.  c 

© 

©  « 
©.tj 

co  £ 

©  o 

CO  co 
© 

(0  ■«» 

o  o 


© 

©  „ 

P.  "g 

:  i  | 

S  ©  © 

8?  >  £ 

C  e 

©  f  = 

co  |  2 

=  © 


n     «  £  "S 

m  t"*       mmm  CD 

+-»      e   3  iS 


c  3  u. 

.2  o  ^ 

I  •!  § 

£  I  1 

©  §•  1 

s  « = 

5  ©  to 

©  > 

CO  c  o 

©  E  £ 

CO  LU  £C 


45 


8 

C 

o 
c 

o 

8 
£0 

I 


(0 


22 


'  SI 

«0  £ 


<0 


09 
O 
O 

"1 "  1 

CO  £  £  © 
— r   ^  ©   ©  <u 

co  £2r£  J  ^ 


„  ©  © 


*  §11  *x 


£  a.  a. 


(0 

5  E> 
O  © 

c  ■ 

o 
O 


c 
5  8 

CD  g 


o 

1 

S 

■  OB 

Q 

S 

I 

CP 

E 

S" 

CQ  1 


1 

...  © 

CO  w 

5  s 


CO 

1 


CD 


I 


> 
CO 


CO 

Q 


co  ^ 

a  c 

E  1 
z  CO 


© 

CO 

© 

CO 
< 


© 
© 


© 
a 

i  j 

C  co 


© 
CO 


© 
© 

© 


-a 

CO 


©  2 

^»  ©  — » 

o  ©  S 
O)  co  2 


®  £ 
c  © 


2  „ 

1  ^ 

il 

c  rn 

^  © 

2  5 

0.  u. 
©  © 

(0  © 

3  3 

t 

s  s 

I  I 


© 

e  © 

a i 

Is 

fl 

§  2 
S  5 

Q.  U. 

E  E 

o  "5 

0  o 

<  < 

1  I 


I 


S2 

I 

■I 

I 

I 


46 


3 

CO  „ 

So 

i 


CO 

E 

CO 

o 


o 

1 

3 

I  f 
||| 

8   <D  « 

£  £  .2 


(0 


CO 
(0 

o 

CO 

c 
o 

o 


o 

£  CO 
®  c- 

co  s 

#* 

11 
E  8 

=  ® 

E  ° 

u.  < 

I  I  I  I  I  I 


"8  B 


2  -  _ 


3  Q  O 
■n  -= 


o  =  "o  ■=  1 

n  -  5  J.  a 

2  £  *  S  -1 

»  8  j  S  § 

IZ0C>  E 


2  *- 


> 


o 

CO 

m 

O 
0l 
■*-> 

.£  ® 

Q  CO 

o  "g  1 

« *  1 

CD  5 

co  o  M 
CC  Jj  CD 


I 

! 

I 

! 


47 


H 

h 

m  5 


! 

yj 


CO 


o 

i 

< 


3 
© 

. .  CO 
CO  - 

a  o 

P  s 


o 

CO 


CO 

s 

CQ 
■— 


© 

CO 

c 

O 


© 

T3 
C 
D 


IE  8| 

S  .22  o 
L—     £  CL 


0)  c 

s  < 


o 
a 
e 

BO 
M 


> 

© 
c 

LU 
© 

E 
o 
u 
c 


El 

LU  © 

I 


o 

-2  § 

2  w  © 
2.  ° 


© 

CO 
05 

c 

I 

a 

o 
o 


o 
m 

c 

CD 

o 

CO 

■a 
c 

3 

(JL 


°  1 

>  © 

£  £ 

*  5 


Co  0 

'35  £  o 

<  a  g 

.2  o  ^ 

«  W  m 

Ll  2  co 

>  >  > 

a  c  c 

0  ®  ® 
goo 

a  wT 

c  ©  © 

SEE 

H  LU  LU 


I      I      I      I  I 


03 

I 
•I 

I 

1 


48 


C 

s 

o 

8 

5 

(0 

3 

£ 
© 

<0 


0) 

E 

£ 

o 
a! 

CM 
CO 
(0 

o 
co 
c 
o 

o 


O) 

c 


us 


CO 

o 
o 


S.E 


(0 

o 

0  m  -a 
W  15 

<0  O  CO 


c 

to 

3 


CO  H 

ig  I  £ 

u  u  £ 


_ 

(m 


c 

CO 

c 
o 

c  Q 

>  CO 
£  CO 

©  j? 

ii 

si 

o  < 


si 

I  8 
s  5 

.2  £ 

0  o 

H 

1  2 


o 
c 

© 
o 

c 
o 

2 

to 
c 

■o-S 
<1  $ 

£°  CO 

co+*  c 

+5 

"EES 
=  a  = 

£2  5 
o-S  cc 


5 

CO 

1 

! 

1 


i 
1 

\ 

\ 


49 


BUDGET  PROCESS 

Mr.  Natcher.  Thank  you,  Mr.  Secretary. 

As  you  know,  normally  the  process  of  developing  a  budget  for  the 
Department  of  Health  and  Human  Services  involves  a  lot  of  give 
and  take  among  the  Office  of  Management  and  Budget,  the  White 
House,  the  Secretary  and  the  principal  agencies  of  the  Department. 
The  budget  that  was  submitted  in  January,  as  you  well  know,  Mr. 
Secretary,  was  known  as  the  Carter  budget.  Then  the  amendments 
were  sent  up  by  our  new  President. 

If  you  would  just  briefly  tell  us  what  process  was  used  with  the 
amendments  to  the  budget?  What  took  place  as  far  as  these  partic- 
ular amendments  are  concerned? 

Secretary  Schweiker.  To  the  Carter  budget? 

Mr.  Natcher.  To  the  Carter  budget. 

Secretary  Schweiker.  It  was  a  series  of  things,  Mr.  Chairman.  I 
remember  going  into  the  Blair  House  as  the  Secretary-Designate 
before  anyone  was  sworn  in,  and  meeting  with  President-Elect 
Reagan.  We  went  over  some  20  items  in  this  budget  that  included 
some  of  the  very  things,  particularly  in  the  welfare  area,  that  we 
are  discussing  here.  So  that  was  one  thing  that  was  done  fairly 
early. 

Another  track  was  the  passback  proposal  from  OMB  to  my 
Department. 

After  OMB  submitted  recommendations  in  various  areas,  I  sat 
down  with  Dave  Stockman  and  his  staff  and  and  discussed  and 
debated  some  of  these  proposals  and  changes.  We  had  probably 
about  three  sessions.  Most  items  in  this  proposal  grew  out  of  those 
three  meetings. 

I  also  had  the  opportunity  to  pursue  with  the  President  and  the 
Cabinet  any  of  those  items  that  were  in  disagreement.  And  I  also 
sat  through  probably  three  Cabinet  meetings  which  President 
Reagan  attended  where  we  went  over  the  detailed  items  that  were 
proposed  in  Stockman's  original  passback. 

Then,  in  addition,  I  had  a  number  of  meetings  in  my  own  De- 
partment, looking  at  the  original  passback  proposal  from  OMB  in 
terms  of  deciding  what  to  do  with  the  various  proposals — which 
ones  to  appeal  and  what  to  do.  So  it  was  a  series  of  events  such  as 
that,  Mr.  Chairman. 

BUDGET  APPEALS  TO  OMB 

Mr.  Natcher.  Mr.  Secretary,  can  you  point  out  to  the  committee 
just  one  or  two  changes  that  you  were  able  to  bring  about?  You 
don't  have  to  go  into  detail  about  all  the  changes.  If  you  would,  one 
or  two  changes  that  you  as  the  new  Secretary  were  able  to  bring 
about. 

Secretary  Schweiker.  Well,  I  think  the  biggest  change  in  the 
budget  was  the  NIH  funding  level. 

I  argued  very  strenuously.  There  was  a  very  significant  reduction 
in  the  original  passback  proposal  for  NIH;  NIH  got  hit  fairly 
hard.  I  argued  that  biomedical  research  was  one  of  the  basic  cor- 
nerstones of  our  Department. 

Not  only  did  it  help  people  who  were  currently  ailing  and  sick, 
but  it  was  also  a  good  preventive  investment  in  terms  of  break- 
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throughs  that  would  help  people  in  the  future,  hold  down  medical 
costs,  and  stop  people  from  being  institutionalized  because  they 
could  be  treated. 

In  essence,  I  won  that  argument  because  there  were  some  very 
severe  cuts  planned  for  NIH.  It  is  the  one  element  of  my  Depart- 
ment that  has  some  very  slight  increases.  That  was  probably  the 
biggest  one. 

Another  one  was  the  block  grant  concept.  OMB  wanted  to  put 
everything  in  one  block  grant — health,  social  services,  energy,  the 
whole  works — which  I  felt  would  have  ended  up  as  one  Federal 
revenue  sharing  program. 

I  successfully  argued  there  should  be  four,  not  one,  block  grants. 
I  also  successfully  argued  there  should  be  an  allowance  of  10  per- 
cent transference  between  block  grants,  so  if  one  block  grant  was 
low  in  money  the  States  and  localities  would  have  the  opportunity 
to  take  10  percent  of  one  block  grant  and  move  it  into  another 
grant  at  their  discretion. 

There  was  another  proposal  that  I  appealed  that  would  have 
done  away  with  the  burial  benefits  for  widows  and  orphans  under 
Social  Security;  I  won  that  appeal. 

There  were  some  other  proposals.  OMB  wanted  a  complete 
phaseout  of  PSRO's  immediately;  they  wanted  a  complete  phaseout 
of  health  planning  immediately.  I  won  several  more  years  to  sup- 
port those  that  I  felt  had  done  a  good  job  and  had  accomplished  the 
goals  we  were  trying  to  achieve.  So  they  changed  that  for  me. 

There  were  some  others. 

Mr.  Natcher.  As  you  know,  Mr.  Secretary,  some  of  the  budget 
proposals  for  the  current  fiscal  year  1981  and  for  the  new  fiscal 
year  1982  are  right  controversial.  Are  these  figures  negotiable;  is 
compromise  a  part  of  the  overall  picture,  Mr.  Secretary?  Or,  as 
they  say,  are  these  figures  written  in  stone? 

Where  are  we,  Mr.  Secretary?  As  you  know,  some  of  it  is  right 
controversial. 

Secretary  Schweiker.  Let  me  supplement  my  answer  to  your 
question  just  a  moment  ago. 

Another  successful  appeal  I  made — OMB  wanted  to  cut  out  the 
indexing  on  the  black  lung  program  in  my  Department.  I  objected 
to  that;  I  successfuly  appealed  that. 

They  also  wanted  to  raise  the  retirement  age  of  Social  Security 
some  six  months,  and  I  objected  to  that  and  won  that  argument. 

In  addition,  OMB  proposed  cutting  the  Soviet  refugee  allowance. 
I  objected  to  that  and  won  that  argument.  So  I  think  it  is  impor- 
tant to  know  that  we  did  do  some  yelling  and  we  did  get  some 
changes. 

Now  to  go  back  to  your  question,  Mr.  Chairman,  I  come  back  to 
this  first  chart.  Our  goal  is  to  have  spending  level  off.  That  first 
chart  really  demonstrates  the  whole  argument  we  are  making.  We 
have  made  some  proposals.  Obviously  they  were  done  in  a  very 
short  period  of  time;  no  question. 

We  got  a  whole  budget  together  in  something  less  than  two 
months,  which  is  a  horrendous  undertaking,  believe  me.  We  are 
not  set  in  stone.  If  people  can  come  back  with  other  suggestions 
that  save  us  significant  amounts  of  money  and  will  do,  in  terms  of 
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slowing  the  growth  rate,  the  same  thing  that  we  will  do,  we  are 
very  amenable  to  doing  it  other  ways  and  looking  at  other  ideas. 

I  think  it  is  important  to  give  the  Congress  a  role.  I  think  it  is 
important  to  admit  that  we  don't  have  all  the  expertise  on  our  end 
of  Pennsylvania  Avenue.  There  is  a  lot  of  expertise  in  this  Commit- 
tee. So  if  there  are  other  and  better  ways  to  do  these  things,  to 
show  that  we  can  achieve  our  budget  savings,  slow  the  growth  rate 
of  these  programs  and  bring  them  into  line,  we  are  certainly  going 
to  try  to  be  reasonable  about  that. 

Mr.  Natcher.  Mr.  Secretary,  we  want  you  to  know  that  we 
appreciate  your  answer  and  your  attitude  in  regard  to  this  matter. 

As  a  former  colleague  of  ours,  you  know  it  takes  weeks  of  hear- 
ings on  this  particular  bill;  it  will  take  12  to  14  weeks. 

Mr.  Secretary,  even  though  we  have  not  done  this  in  the  past, 
would  you  be  willing  before  we  mark  this  bill  up,  after  we  have 
held  the  hearings,  come  back  up  sometime  and  spend  an  hour  or 
two  with  us? 

Secretary  Schweiker.  Sure,  Mr.  Chairman. 

Mr.  Natcher.  We  will  let  you  know  in  ample  time  so  it  will  be 
convenient.  It  would  help  us  in  the  markup  of  this  bill  if  you  would 
come  back  so  we  could  go  over  some  of  these  matters  with  you,  we 
would  appreciate  it. 

Secretary  Schweiker.  I  think  that  is  the  way  the  system  ought 
to  work  and  I  certainly  would  be  pleased  to. 

ORGANIZATIONAL  CHART 

Mr.  Natcher.  Thank  you. 

If  you  would,  have  inserted  in  the  record  an  organization  chart 
for  the  entire  department  showing  the  names  of  the  individuals 
currently  filling  the  principal  positions.  We  would  appreciate  it. 

[The  information  follows:] 
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DEPARTMENT  OF  HEALTH  AND  HUMAN  SERVICES 


PRINCIPAL  REGIONAL  OFFICIALS 


Region 

I 

John  F.  Bean,  Jr. 

Region 

II 

Bernard  Kilbourn 

Region 

III 

Thomas  Bair,  Acting 

Region 

IV 

Sara  Craig 

Region 

V 

George  Bardahl ,  Acting 

Region 

VI 

Donald  E.  Whitteaker,  Acting 

Region 

VII 

William  Parks,  Acting 

Region 

VIII 

Richard  L.  O'Brien,  Acting 

Region 

IX 

Robert  Chang,  Acting 

Region 

X 

Bernard  Kelly 
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DEPARTMENTAL  APPOINTMENTS 

Mr.  Natcher.  How  many  of  the  principal  policy-making  and 
managerial  positions  are  vacant  and  where  do  you  stand  with 
respect  to  filling  these  vacancies  in  your  Department,  Mr.  Secre- 
tary? 

Secretary  Schweiker.  Well,  some  of  them,  including  the  Under 
Secretary  post,  have  been  nominated  and  confirmed.  I  have  put  in 
place  the  HCFA  Administrator,  Dr.  Carolyne  Davis.  She  has  been 
proposed  and  sworn  in. 

We  have  announced  the  Assistant  Secretary  for  Health,  Dr. 
Brandt;  the  White  House  has  announced  the  Deputy  Assistant 
Secretary  for  Health,  Dr.  Koop. 

We  have  announced  our  Social  Security  Commissioner,  Mr. 
Svahn.  I  still  have  probably  five  or  six  key  appointments  for  which 
I  have  actually  made  the  selection  and  the  names  are  at  the  White 
House  awaiting  clearance.  So  we  are  in  pretty  good  shape  in  terms 
of  those  who  are  actually  picked  from  my  end.  They  haven't  re- 
ceived clearance  as  yet. 

There  was  one  other  appointment  that  I  also  have  had  an- 
nounced, Dorcas  Hardy,  Assistant  Secretary  for  Human  Develop- 
ment Services.  So  I  guess  the  answer  to  your  question  is  that  I 
have  picked,  maybe  with  one  exception,  virtually  all  of  my  top 
people.  By  the  same  token,  about  a  third  of  them  have  been  an- 
nounced and  the  rest  are  awaiting  clearance  at  the  White  House. 

Mr.  Natcher.  Mr.  Conte,  at  this  time  I  yield  to  you. 

Mr.  Conte.  Thank  you,  Mr.  Chairman. 

I  want  to  join  with  you  in  welcoming  our  former  colleague,  Mr. 
Schweiker,  to  this  committee.  He  and  I  have  been  very  close 
friends  since  he  came  to  the  Congress  as  a  "young  Turk"  back  in 
1961.  I  have  had  a  great  relationship  with  him  in  the  House  and  in 
the  Senate,  as  you  mentioned  those  great  meetings  we  had  for 
weeks  and  weeks  at  a  time  in  conference  with  the  Senate.  I  was 
really  pleased  when  the  Reagan  Administration  saw  fit  to  make 
him  Secretary  of  Health  and  Human  Services. 

I  know  you  will  do  a  good  job,  Dick.  You  have  the  tools,  you  have 
the  head,  you  have  both  feet  on  the  ground.  You  will  be  a  good 
Secretary  and  we  will  look  forward  to  working  with  you. 

Secretary  Schweiker.  Thank  you. 

BLOCK  GRANT  PROPOSAL 

Mr.  Conte.  Some  of  these  questions  I  may  ask,  you  may  think 
they  are  particularly  pointed  as  we  go  along  over  the  next  day  or 
so. 

We  have  to  defend  this  bill.  It  is  not  easy.  We  are  being  over- 
whelmed with  thousands  and  thousands  of  people.  My  office  looks 
like  a  bus  terminal.  All  the  advocates  are  coming  in,  quite  shaken 
about  some  of  these  changes. 

The  block  grants  now,  I  am  a  little  bit  concerned.  Take  that  one, 
social  services  block  grants,  that  consolidates  12  programs.  We  will 
give  a  block  grant  to  the  states  for  those  12  services,  but  there  will 
be  no  restriction  on  the  state  or  the  state  legislature  to  say,  well, 
put  it  all  in,  say,  foster  care  and  not  the  other  categories;  is  that 
right? 
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Secretary  Schweiker.  That  is  right. 

Mr.  Conte.  They  are  going  to  have  complete  flexibility  within 
that  sphere,  within  that  block? 

Secretary  Schweiker.  That  block,  that  is  correct. 

Mr.  Conte.  That  is  one  thing  that  troubles  me. 

As  you  know,  and  you  helped  a  lot  on  the  other  side,  we  did  a 
tremendous  amount  in  family  planning.  I  always  voted  for  the 
Hyde  amendment  but  I  always  tried  to  take  a  very  balanced  ap- 
proach and  did  a  lot  of  work  in  this  committee  for  family  planning, 
and  we  got  it  up  to  a  reasonable  figure.  We  did  a  lot  in  the  field  of 
adolescent  pregnancy,  I  believe  that  is  the  right  title  of  that  pro- 
gram. I  am  worried  now  if  this  goes  to  the  State  and  the  Governor 
of  that  State,  or  the  legislature,  do  not  agree  on  doing  work  on 
family  planning,  what  happens  then? 

Secretary  Schweiker.  First  let  me  give  you  a  procedural  answer. 

I  would  share  some  of  your  concern  and  so  I  asked  in  the  bill 
that  we  do  several  things:  One  is  that  the  bill  will  provide  that  the 
State  will  have  to  provide  the  Department  with  a  copy  of  the 
State's  expenditure  plan.  In  other  words,  whatever  moneys  accrue 
under  that  particular  block  grant,  the  State  will  inform  me  of  its 
plan  in  terms  of  spending. 

In  addition,  States  will  have  to  publish  their  actual  expenditures 
that  they  put  into  this  block. 

Thirdly,  they  have  to  have  an  outside  audit  performed  periodical- 
ly and  give  us  that  result;  and  the  GAO  will  be  overseeing  that 
particular  audit.  So  there  are  some  safeguards.  But  it  certainly 
doesn't  give  you  the  protection  a  categorical  program  does,  I  can't 
dispute  that. 

EFFECT  OF  PROPOSED  CUTS 

Mr.  Conte.  I  went  to  a  St.  Patrick's  Day  parade  up  home  Sunday 
and  afterwards  attended  quite  a  few  receptions.  I  met  the  Governor, 
a  lot  of  the  state  legislators  there.  Boy,  they  were  just  wringing 
their  hands.  I  think  some  of  us  ought  to  go  back  home  and  run  for 
the  state  legislature  because  we  are  making  50  powerful  czars  out 
there  and  powerful  legislatures,  taking  a  lot  of  this  away  from 
Federal  control. 

Now  there  has  been  a  rather  significant  outcry  over  the  past  few 
weeks,  it  is  just  building  up,  that  many  needy  Americans  will  be 
hurt  by  the  proposed  cuts  in  the  Health  and  Human  Services 
programs  for  fiscal  year  1981,  the  rescissions,  and  the  budget  in 
1982. 

Tell  me,  Mr.  Secretary,  how  do  you  respond  to  those  concerns? 

Secretary  Schweiker.  You  have  to  analyze  it  a  little  bit  case-by- 
case.  You  probably  saw  the  story  in  the  Times  today,  which  is  very 
similar  to  a  story  in  the  Post  a  few  days  ago.  The  interesting  thing 
is,  it  is  all  based  on  figures  our  Department  gave  them.  So  we  have 
been  very  truthful  and  forthright.  I  do  not  mind  them  printing  the 
figures  that  our  Department  gave,  but  I  wish  they  would  print  the 
other  side  of  the  story. 

They  cite,  for  example,  Aid  to  Families  with  Dependent  Children. 
They  talk  about  some  658,000  families  will  either  have  benefits 
reduced  or  be  forced  off  the  rolls.  These  are  our  figures,  quite 
accurate.  On  the  other  hand,  what  they  didn't  print  side-by-side  is 
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that  58  percent  of  those  families  would  not  be  eligible  because  we 
would  be  counting  food  stamps  as  part  of  household  income.  One  of 
our  problems  as  to  why  spending  is  going  through  the  roof  is  that 
we  have  had  a  number  of  programs  grow  up  concurrently  without 
being  interrelated  or  cross-tabulated. 

This  is  a  good  case  in  point.  Yet  this  is  the  one  that  some  people 
are  citing  as  the  cause  celebre,  which  shows  58  percent  of  the 
people  would  not  be  below  the  poverty  line  if  you  count  their  food 
stamps.  After  all,  the  poverty  figure  is  based  on  food.  So  the  point 
is,  if  you  throw  in  the  benefit  they  get  for  food  stamps,  58  percent 
wouldn't  be  below  the  poverty  level. 

Another  30  percent  of  those  families,  if  you  count  their  steppar- 
ents' earnings,  wouldn't  be  eligible.  It  is  ironic  that  you  have  a 
family  with  a  stepparent  and  his  earnings  aren't  counted  under  the 
old  system.  So  if  you  count  stepparents,  these  families  rise  above 
the  poverty  line.  If  you  count  people  over  18,  able  to  work  and  out 
of  high  school,  they  then  put  those  families  over  the  poverty  line. 

After  excluding  these  families,  the  658,000  families  cited  becomes 
about  70,000.  Of  those,  there  are  20,000  that  would  be  removed 
because  they  wouldn't  be  eligible  today  under  the  present  law 
anyway.  They  have  been  grandfathered  in  before.  So  we  are  not 
letting  those  people  on  because  they  wouldn't  meet  the  current 
tests.  We  are  eliminating  the  grandfather  clause. 

Concerning  the  other  aspect,  only  about  50,000  families  would 
have  reduced  AFDC  benefits  but  would  still  receive  benefits.  All  of 
a  sudden  the  658,000  gets  down  to  about  50,000  people  who  have 
reductions  and  608,000  families  who  wouldn't  meet  the  test  today  if 
you  are  going  to  count  food  stamps  and  stepparents'  income.  That 
is  where  this  argument  leads. 

SOCIAL  SAFETY  NET  PROGRAMS 

Mr.  Conte.  All  right,  now  the  other  thing;  we  have  heard  a  great 
deal  about  the  safety  net  programs.  I  realize  this  category  includes 
Medicare,  Social  Security,  AFDC,  as  well  as  others.  It  is  not  really 
clear  just  how  it  has  been  determined  which  programs  fall  within 
the  safety  net  category.  Could  you  explain  that  grouping  and  the 
criteria  used  to  determine  what  programs  do  fall  within  the  safety 
net  category  and  why  is  Medicaid  not  considered  a  safety  net 
program? 

Secretary  Schweiker.  First,  in  terms  of  the  social  safety  net 
program,  the  safety  net  program  is  really  a  composite  of  two 
things:  it  includes  programs  which  protect  those  most  in  need,  and 
some  of  our  social  programs  of  the  past  that  stop  people  from 
getting  into  need. 

For  example,  let  me  give  you  one  illustration  of  this,  Social 
Security.  People  bring  up  Social  Security.  Actually,  if  you  didn't 
have  the  protection  in  Social  Security,  50  percent  of  the  households 
receiving  Social  Security  would  fall  below  the  poverty  line.  With 
Social  Security,  that  figure  drops  to  18  percent;  so  Social  Security 
does  a  big  job  of  stopping  people  from  going  below  the  poverty 
level.  I  think  that  is  important  to  say. 

On  the  other  hand,  I  think  our  definition  is  that  when  you  are  in 
the  poverty  area,  those  are  the  ones  who  are  most  in  need.  I  think 
in  food  stamps,  for  example,  we  do  allow  people  who  get  130 
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percent  of  the  poverty  level  to  get  food  stamps.  When  we  are 
talking  about  food,  we  are  going  30  percent  over  the  poverty  level. 
When  you  talk  about  school  lunches,  we  are  cutting  off  the  middle- 
income  families  receiving  school  lunches.  I  think  it  is  something 
like  $16,000,  people  with  incomes  of  over  $16,000  who  are  being 
phased  out.  But  the  people  with  incomes  under  $16,000  will  get 
their  school  lunch  program. 

So  in  each  case,  we  have  tried  to  look  at  what  the  needs  were 
before  we  made  a  judgment,  because  there  are  so  many  different 
programs.  It  isn't  any  one  easy  criterion  to  consider.  These  are  just 
some  of  the  indexes  that  we  have  used. 

WASTE  AND  ABUSE 

Mr.  Conte.  Mr.  Secretary,  for  years  this  body,  this  committee, 
under  the  leadership  of  Bob  Michel,  expressed  a  growing  concern 
with  the  recurring  level  of  waste  and  abuse  that  exists  within  the 
Department  of  Health  and  Human  Services.  Recently  your  Depart- 
ment put  out  figures  that  there  is  about  half  a  billion  dollars  a 
year  waste  and  abuse.  Do  you  think  that  that  is  a  fair  figure,  and 
what  efforts  do  you  plan  to  pursue  to  attack  this  dilemma? 

Secretary  Schweiker.  I  would  share  Bob's  concern  about  the 
waste  and  abuse  in  my  Department.  I  am  trying  to  get  an  Inspector 
General  who  will  really  dig  in  and  make  sure  we  are  putting  focus 
in  the  right  direction.  I  think  there  is  some  waste  and  abuse  in  my 
Department.  We  have  a  disability  program.  Maybe  you  saw  in  the 
paper  a  recent  study  which  indicated  that  we  had  a  20  percent 
error  rate  on  determining  who  was  disabled.  It  was  a  small  study, 
so  we  are  not  sure  if  this  is  an  accurate  indication.  It  showed,  if  it 
was  an  accurate  measure,  that  $2.5  billion  was  wasted  if  those 
figures  hold  up  Department-wide. 

I  do  not  want  to  say  they  do  or  don't,  but  the  study  showed  there 
was  a  20  percent  error  rate.  If  you  decided  that  was  an  accurate 
figure,  there  is  $2.5  billion.  I  suspect  that  may  be  a  little  high;  but 
the  answer  is  yes,  there  is  some  waste  and  abuse. 

As  I  mentioned  in  my  testimony,  we  set  a  target  of  about  $2.1 
billion  to  achieve  in  reducing  waste  and  abuse  for  1981  and  about 
$3.1  billion  that  we  hope  to  achieve  in  the  next  year.  I  think  we 
stand  a  good  chance  of  doing  that. 

I  believe  we  are  going  to  work  quite  closely  with  the  General 
Accounting  Office,  discussing  their  reports  on  disability,  to  see  what 
we  can  do  to  stop  this  waste  and  abuse.  I  think  that  is  a  high 
priority. 

I  would  agree  with  some  of  that  criticism. 

ACCOUNTABILITY 

Mr.  Conte.  Looking  at  the  issue  of  accountability  again,  are  you 
reasonably  confident  that  the  50  different  States  will  not  create 
more  waste  and  abuse  in  administering  these  grants  than  your 
agency  now  suffers? 
I  Secretary  Schweiker.  I  think  that  some  States  will  do  a  good  job 
and  some  States  will  not  do  as  good  a  job. 

We  do  have  an  oversight  responsibility.  Even  with  the  block 
grants,  the  Department  is  permitted  to  conduct  evaluation  surveys. 
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I  would  expect  when  we  see  the  expenditures  and  reports  from 
the  States  that  we  will  probably  do  surveys,  particularly  based  on 
the  GAO  audits.  I  think  we  will  try  to  keep  an  eye  on  the  situation. 
By  the  same  token,  there  is  nothing  to  stop  our  Inspector  General 
from  looking  at  block  grants  too.  But  certainly  they  could  be  as 
prone  as  we  are  to  waste  and  abuse.  I  can't  deny  that. 

FORMULA  FOR  BLOCK  GRANTS 

Mr.  Conte.  One  last  question,  within  the  few  minutes  I  have 
here. 

You  didn't  mention  the  formula  you  are  going  to  use  on  these 
block  grants.  Can  you  tell  us  about  the  formula,  what  the  rationale 
of  that  formula  is? 

Secretary  Schweiker.  There  are  some  40  different  programs 
here.  Basically  we  thought  that  the  fairest  way  to  do  it  was  simply 
to  take  the  formulas  currently  in  existence,  put  them  in  a  compos- 
ite index,  and  allocate  money  on  the  basis  of  the  current  formulas. 

We  are  not  recommending  a  change  in  the  formulas  of  these 
programs.  Obviously,  if  the  Congress,  in  its  wisdom,  wants  to  do 
that,  they  are  free  to  do  it.  Having  sat  down  as  you  did  and  written 
a  number  of  these  formulas  to  see  how  complicated  they  are,  to  try 
to  revise  40  formulas  would  be  horrendous.  We  are  taking  the 
current  formulas  in  terms  of  the  current  practice,  allocating  that 
lump  sum  to  each  State,  and  then  putting  that  within  the  block 
grants. 

Mr.  Conte.  Thank  you,  Mr.  Chairman. 
Mr.  Natcher.  Mr.  Obey? 
Mr.  Obey.  Thank  you,  Mr.  Chairman. 

Mr.  Secretary,  I  would  also  like  to  extend  my  personal  congratu- 
lations to  you.  It  is  always  good  to  see  a  colleague  make  good,  even 
if  he  is  from  the  wrong  side  of  the  Capitol. 

Mr.  Pursell.  The  right  side. 

Mr.  Obey.  The  Senate  is  the  right  side? 

Secretary  Schweiker.  Somebody  said  the  other  day  that  they  felt 
I  got  a  promotion;  I  can  come  back  and  visit  my  colleagues  in  the 
House. 

NIOSH  FUNDING 

Mr.  Obey.  That  we  agree  with. 

I  do  think  you  will  do  a  good  job  down  there,  although  I  am  sure 
we  will  differ  from  time  to  time.  Let  me  just  ask  some  questions. 

Let  me  take  NIOSH  first,  you  are  requesting  a  reduction  in 
funding  from  the  current  level  of  $81.2  million  to  what?  To  about 
$58  million? 

Secretary  Schweiker.  $58.8  million,  that  is  right. 

Mr.  Obey.  In  the  justifications  for  both  the  fiscal  year  1981 
rescission  and  the  fiscal  year  1982  reduction,  you  have  the  follow- 
ing language:  "Focusing  on  higher  priority  programs,  research  into 
occupational  safety  and  health  problems  related  to  both  general 
industry  and  mining  would  be  cut  back."  What  does  that  language 
mean? 

Secretary  Schweiker.  Where  are  you  reading  from  so  I  can  see 
the  exact  language? 
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Mr.  Obey.  I  do  not  have  the  justifications.  It  is  on  the  justifica- 
tions. 

Secretary  Schweiker.  All  right.  Do  you  want  to  read  that  again? 

Mr.  Obey.  It  is  on  page  173  of  this  book,  the  budget  justifications. 
Does  that  imply  that  there  is  going  to  be  a  lower  priority  given  to 
occupational  health  and  safety  programs?  What  does  the  language 
mean  when  you  say  that,  focusing  on  higher  priority  programs, 
research  into  occupational  safety  and  health  problems  related  to 
both  general  industry  and  mining  would  be  cut  back? 

Secretary  Schweiker.  I  think  what  I  would  interpret  it  to 
mean — and  I  didn't  write  that  particular  language — but  in  terms  of 
my  policy,  what  I  interpret  it  to  mean  is  that  we  would  put  funds 
where  the  most  severe  problems  are  and  where  the  highest  risks 
are  and  where  we  can  invest  most  beneficially  in  terms  of  protect- 
ing human  life  and  safety. 

Mr.  Obey.  What  areas  of  research  will  be  reduced  at  NIOSH  as  a 
result  of  your  budget  cuts? 

Secretary  Schweiker.  I  think  one  of  our  problems  has  been,  and 
I  know  you  know  this  very  well  because  you  have  worked  very 
hard  in  this  field,  that  we  have  done  a  lot  of  things  in  NIOSH  that 
for  one  reason  or  another  don't  get  implemented  by  OSHA.  I  am 
not  sure  just  exactly  why  this  occurs,  why  we  have  done  a  lot  of 
preliminary  work  that  doesn't  get  followed  through  in  OSHA. 

It  seems  to  me  that  what  we  ought  to  try  to  do  is  get  them  on 
the  same  wave  length  so  when  we  do  something  in  NIOSH,  it 
doesn't  just  sit  around. 

Mr.  Obey.  So  that  justifies  a  budget  cut  in  NIOSH? 

Secretary  Schweiker.  If  there  are  studies  that  aren't  being  used 
and  implemented,  they  aren't  being  productive. 

Mr.  Obey.  Let  me  quote  the  words  to  you  of  a  certain  senator  in 
March  1980.  You  told  the  witness  before  the  Senate  Committee  on 
Labor  and  Human  Resources  that  we  needed  to  develop  good  stand- 
ards, that  you  had  fought  for  a  coke  oven  standard  and  cotton  dust 
standard  and  that  we  needed  a  grain  dust  standard. 

Given  the  recent  Supreme  Court  decision  on  benzene,  which 
basically  ruled  that  the  benzene  health  standard  was  invalid  be- 
cause of  the  lack  of  scientific  evidence  on  key  points,  how  can  you 
justify  a  reduction  in  the  budget  of  the  agency  that  is  supposed  to 
provide  a  good  deal  of  the  information  so  that  further  OSHA 
standards  don't  run  into  the  same  fate  at  the  hands  of  the  Court? 

Secretary  Schweiker.  Well,  in  that  particular  testimony  I  was 
referring  specifically  to  coke  ovens  and  cotton  dust.  I  think  they 
are  high  priority  items. 

BENZENE 

Mr.  Obey.  How  about  benzene? 

Secretary  Schweiker.  I  wasn't  referring  to  that. 

Mr.  Obey.  But  if  we  have  a  benzene  standard  which  is  in  ques- 
tion now  by  the  Court  because  of  the  lack  of  sufficient  research  on 
it,  does  that  indicate  intellectually  that  we  ought  to  be  cutting  back 
on  the  research? 

Secretary  Schweiker.  It  certainly  means  we  are  doing  something 
wrong  in  NIOSH,  it  would  seem  to  me.  It  seems  we  may  be  spend- 
ing the  money  incorrectly.  It  seems  to  me  if  we  haven't  done  our 
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work  with  the  money  we  had,  we  have  to  go  back  and  look  at 
NIOSH  itself  to  see  if  it  is  productive.  Again  I  come  back  to  what  I 
said,  if  we  are  turning  out  all  these  results  that  aren't  being 
implemented,  there  is  something  wrong  in  the  system  somewhere. 

Mr.  Obey.  The  Court  said  not  enough  research. 

Secretary  Schweiker.  In  the  benzene  case. 

Mr.  Obey.  Yes. 

Secretary  Schweiker.  But  that  doesn't  address  the  other  issue 
that  I  raise,  which  is,  we  have  several  dozen  criteria  that  just 
gather  dust  and  sit  on  a  shelf  down  there. 

Mr.  Obey.  Let  me  quote  you  again. 

Secretary  Schweiker.  Let  me  just  finish  this  point;  it  is  a  very 
important  point. 

OSHA  has  developed  standards  for  11  of  107  criteria  documents 
that  NIOSH  has  placed  in  the  pot.  Now  something  is  wrong. 
Mr.  Obey.  That  is  right. 

Secretary  Schweiker.  If  you  only  have  11  at  one  end  and  107  at 
the  other  end,  something  is  out  of  sync. 

Mr.  Obey.  I  would  suggest  one  of  the  things  the  Court  said  in  the 
benzene  decision  was  there  ought  to  be  more  documentation,  not 
less,  for  the  standards  which  OSHA  in  fact  does  promulgate.  I  do 
not  see  how  you  get  more  documentation  for  those  standards  and  I 
do  not  see  how  those  standards  are  drawn  more  tightly  if  we  have 
the  research  arm  of  OSHA  doing  less  research  and  not  more. 

Secretary  Schweiker.  We  may  be  scattering  our  resources  too 
thin  in  terms  of  107  criteria  and  not  doing  one  or  two  right.  The 
point  I  was  making  about  focus  is,  let's  really  concentrate  on  the 
ones  that  are  most  immediate,  most  demanding,  and  those  

Mr.  Obey.  Okay,  let's  pick  one  out  that  you  mentioned  last  year. 
You  asked  of  a  witness,  in  hearings  last  year,  "How  much  money 
will  be  spent  on  occupational  skin  disease  research  in  fiscal  1980 
and  1981?" 

Let  me  ask  you  the  same  question  for  fiscal  1981  and  1982.  Do 
you  know  how  much  money  would  be  spent  in  NIOSH  for  occupa- 
tional  

Secretary  Schweiker.  I  do  not,  but  I  can  get  it  from  NIOSH  and 
put  it  in  the  record.  I  do  not  know  offhand. 

Mr.  Obey.  It  is  probably  going  to  be  less  than  last  year's  budget, 
wouldn't  you  guess?  NIOSH  told  you  that  they  were  planning  to 
spend  about  $2  million  in  fiscal  1981  through  1983  on  research  and 
training.  I  would  like  to  know  for  the  record  how  much — by  what 
amount  that  dollar  amount  would  change  under  your  budget  rec- 
ommendation. 

Secretary  Schweiker.  All  right.  We  will  supply  that. 

[The  information  follows:] 


Mr.  Obey.  I  recall  also  that  you  raised  last  year  the  point  in 
hearings  that  skin  disease  costs  to  society  in  general  will  be  about 


NIOSH  spending  levels 


1981 
1982 
1983 


$600,000 
1,100,000 
1,300,000 
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$1.5  billion,  and  the  Labor  Department  estimated  in  1979  that 
occupational  disabilities  in  general  would  cost  workers  about  $11.5 
billion.  Given  that  concern,  and  given  the  concern  that  you  ex- 
pressed last  year  about  education  and  training,  in  that  particular 
area  of  occupational  health,  i.e.,  skin  disease,  has  there  been  a 
change  in  the  past  year  that  leads  you  to  find  that  the  Health 
Education  Resource  Centers  are  no  longer  useful  in  providing  that 
training? 

Secretary  Schweiker.  Well,  I  think  what  this  means  is  that  we 
have  scattered  our  resources  so  thinly  and  so  improperly  that  we 
do  get  thrown  out  of  court  on  some  of  these  issues. 

Mr.  Obey.  So  what  you  are  doing  is  to  eliminate  virtually  the 
only  item  in  the  budget  which  provides  for  specific  occupational 
training  for  the  physicians  and  the  industrial  health  experts  that 
we  need? 

Secretary  Schweiker.  We  still  have  

Mr.  Obey.  You  are  zero-budgeting  that  item.  That  really  means 
that  we  aren't  just  going  to  be  spreading  those  resources  thinly; 
there  "ain't  going  to  be  no"  resources. 

Secretary  Schweiker.  We  still  have  $58.8  million  in  the  total 
program. 

Mr.  Obey.  You  have  

Secretary  Schweiker.  Let  me  say  this:  One  of  the  reasons  we 
zeroed  that  particular  item  is  that  the  demand,  because  of  OSHA 
and  because  of  NIOSH,  has  grown  tremendously  in  this  area.  Uni- 
versities have  begun  to  develop  the  curriculum  and  the  institution- 
al support  for  these  programs.  The  initial  idea  was  to  train  

Mr.  Obey.  I  beg  to  differ  but  that  simply  is  not  true,  Mr.  Secre- 
tary. The  fact  is  that  less  than  4  percent  of  industrial  medical 
directors  had  formal  training  in  occupational  health  specialties 
prior  to  the  start-up  of  those  training  centers.  And  this  committee 
developed  considerable  information  last  year  which  indicated  how 
rare  it  is  when  you  can  find  a  medical  school  that  has  specific 
training  in  these  areas.  Yet  you  are  suggesting  that  we  zero-budget 
the  item  which  provides  training  of  people  who  up  until  four  years 
ago  had  virtually  no  specific  training  in  that  area.  I  do  not  see  how 
that  solves  the  shortage  problem. 

Secretary  Schweiker.  The  number  of  applications  increased  from 
1,000  to  10,000  in  the  last  four  years.  So  right  away  there  has  been 
a  terrific  increase. 

Mr.  Obey.  The  number  of  what  applications? 

Secretary  Schweiker.  The  applications  to  the  Education  Re- 
source Centers. 

Mr.  Obey.  And  that  indicates  we  ought  to  wipe  them  out? 

Secretary  Schweiker.  That  indicates  that  there  is  a  tremendous 
interest  and  demand  and  that  there  is  no  reason  why  these  can't 
be  

Mr.  Obey.  The  information  supplied  to  you  in  1980,  to  your 
committee,  at  the  time  indicated  that  we  were  meeting  43  percent 
of  the  demand  for  occupational  medicine  specialists,  7  percent  of 
the  demand  for  occupational  nursing  specialists,  40  percent  of  the 
demand  for  industrial  hygiene  specialists,  7  percent  of  the  demand 
for  safety  specialists;  I  hardly  think  that  that  indicates  that  we 
now  have  a  glut  of  supply  versus  demand. 


62 


Secretary  Schweiker.  Number  one,  your  presumption  appears  to 
be  that  the  private  sector  can't  train  anybody  and  I  do  not  agree 
with  that.  You  say  the  public  sector  has  to  do  everything. 

Mr.  Obey.  Four  years  ago  the  private  sector  provided  four  per- 
cent of  those  people  with  any  training,  four  percent;  what  changed 
in  four  years? 

Secretary  Schweiker.  OSHA  and  NIOSH  have  made  the  demand 
tremendous  so  you  are  going  to  see  all  the  universities  line  up  to 
provide  this  training,  because  these  specialists  are  in  demand. 

Mr.  Obey.  OSHA  and  NIOSH  made  the  demand  tremendous? 

Secretary  Schweiker.  Exactly. 

Mr.  Obey.  Where  did  the  demand  come  from  four  years  ago?  I 
thought  workers  provided  the  demand,  industries  who  wanted  to  do 
a  decent  job  in  this  area  provided  the  demand,  I  thought  reality  in 
the  workplace  defined  the  demand,  not  NIOSH  and  OSHA. 

Secretary  Schweiker.  I  think  if  you  will  look  at  the  history  of 
NIOSH  and  OSHA,  and  look  at  demand,  you  will  see  the  curves 
exactly  coincides. 

Mr.  Obey.  As  indicated  in  your  questioning  of  Dr.  Finklea  a  few 
years  ago,  you  felt  at  that  time  that  NIOSH  was  not  being  aggres- 
sive enough  in  providing  information  to  people  about  occupational 
health  dangers. 

Secretary  Schweiker.  I  go  back  to  what  I  said,  the  Federal 
statutes,  the  Federal  requirements,  the  Federal  Court  cases,  the 
suits  and  litigation  create  a  tremendous  demand  for  experts  in  this 
field.  I  do  not  believe  that  it  is  the  Federal  role  to  supply  it  in  that 
area  when  the  private  sector  can  adequately  supply  it.  We  now 
have  the  system  plugged  into  a  demand  equation  that  they  can 
adequately  handle. 

Mr.  Obey.  I  would  like  you  to  submit  for  the  record  data  which 
you  can  show  us,  which  would  indicate  how  that  four  percent 
figure  has  changed  in  four  years.  If  four  percent  of  those  occupa- 
tional health  specialists  working  in  private  industry  had  had  aca- 
demic training  in  the  areas  we  are  talking  about  just  four  years 
ago,  I  would  like  to  know  where  that  massive  training  has  taken 
place  for  the  last  four  year  to  change  that  four  percent  figure,  and 
I  invite  you  to  submit  for  the  record  whatever  documentation  you 
can  provide  to  back  up  your  testimony.  I  do  not  think  you  can  find 
any. 

Secretary  Schweiker.  The  figures  you  are  looking  at  are  people 
who  have  been  in  the  field  for  20,  30,  40  years  when  there  wasn't 
training.  So  your  base  is  in  error  because  it  is  going  back  to  20  and 
30  and  40  years  ago  when  we  didn't  have  the  training  opportuni- 
ties. 

Look  at  10  or  15  years  down  the  road  and  you  will  see  the  base 
change. 

Mr.  Obey.  So  you  are  saying  we  got  it  in  four  years? 

Secretary  Schweiker.  I  say  we  have  created  a  tremendous 
demand  for  experts.  Just  the  fact  that  the  benzene  case  went  to  the 
Supreme  Court  shows  you  that  you  had  numerous  experts  testify- 
ing. 

Mr.  Obey.  I  am  talking  about  industrial  health  specialists  who 

work  for  industry  in  the  plant,  I  am  not  talking  

Secretary  Schweiker.  So  am  I. 
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Mr.  Obey.  I  am  not  talking  about  people  OSHA  is  using  on  cases 
before  courts.  I  am  talking  about  how  we  go  about  training  the 
occupational  health  specialty  people  who  are  supposed  to  be  on  line 
in  industry,  helping  industry  to  deal  with  its  own  problems. 

Secretary  Schweiker.  We  believe  the  private  sector  can  train 
people.  You  don't;  I  do. 

Mr.  Obey.  No. 

Secretary  Schweiker.  You  don't. 

Mr.  Obey.  I  say  the  record  shows  the  private  sector  has  not. 
Secretary  Schweiker.  Until  we  had  OSHA  and  NIOSH,  but  they 
corrected  it. 

Mr.  Obey.  I  would  like,  I  repeat,  if  you  can  provide  documenta- 
tion for  that,  I  would  like  to  see  it. 
[The  information  follows:] 

Occupational  Safety  and  Health  Training 

Whereas  four  years  ago,  four  percent  of  all  occupational  health  specialists  had 
academic  training,  we  now  estimate  that  eight  percent  have  received  some  formal 
training,  including  graduates  from  accredited  occupational  safety  and  health  pro- 
grams and  those  who  have  upgraded  their  skills  through  continuing  educational 
programs.  We  attribute  the  increase  to  the  infusion  of  Federal  funds  which  estab- 
lished the  Educational  Resource  Centers  throughout  the  nation. 

Let  me  ask  you  one  last  question  on  NIOSH  

Secretary  Schweiker.  Here  are  1,100  people  that  were  not  inter- 
ested in  the  occupational  health  area  that  are  now  interested. 
Surely  some  university,  when  it  is  looking  for  students,  is  going  to 
train  these  people.  They  are  all  trying  to  get  students.  So  it  is  only 
a  matter  of  time  before  they  change  the  curriculum  to  the  areas 
they  need. 

Mr.  Obey.  Well,  we  will  see. 

Secretary  Schweiker.  You  will  admit  that  some  colleges  are 
looking  for  business  and  that  the  college  populations  are  declining, 
wouldn't  you? 

Mr.  Obey.  I  would  not  admit  at  all  that  the  colleges  are  provid- 
ing, without  Federal  stimulus,  additional  courses  directed  at  occu- 
pational health.  They  have  made  minor  adjustments.  As  little  as  a 
year  ago,  as  short  a  time  as  a  year  ago,  we  got  some  devastating 
figures  from  Dr.  Foege  which  indicate  that  your  assertions  are  just 
not  correct. 

Secretary  Schweiker.  Again  I  go  back  to  the  fact  that  we  believe 
the  private  sector  can  train  and  educate  people;  your  premise  is 
you  do  not.  I  believe  in  the  college  system. 

Mr.  Obey.  My  premise  is  they  have  not  up  to  the  present  time. 

Secretary  Schweiker.  That  was  before  NIOSH  and  OSHA  got 
into  high  gear.  Now  they  are  going  to  be  called  as  witnesses.  They 
are  going  to  be  out  in  the  field,  promoting  something  for  the 
unions,  promoting  something  for  the  companies.  They  are  all  in 
demand. 

WELFARE  RECOMMENDATIONS 

Mr.  Obey.  Let  me  ask  you  one  question  on  welfare. 

President  Nixon  said  in  1969,  ' 'We  need  to  rationalize  the  wel- 
fare system  and  provide  benefits  and  incentives  that  were  scaled  in 
such  a  way  that  it  would  always  pay  to  work."  The  Administration 
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has  provided  tax  programs  because  of  their  concern  about  the  work 
disincentive  created  by  the  very  high  marginal  tax  rates,  and  I 
think  they  have  a  significant  point  on  that  score. 

But  how,  then,  do  you  not  apply  the  same  standard  to  those 
workers  who  are  also  on  welfare? 

As  I  read  your  recommendations  on  welfare,  for  instance,  if  you 
take  a  typical  welfare  family  in  Wisconsin,  and  under  current  law 
a  nonworking  mother  with  three  kids  gets  about  $450  a  month  in 
AFDC  benefits,  for  instance;  if  she  goes  to  work  and  earns  $550  a 
month,  right  now  she  can  still  retain,  because  of  the  set-asides  in 
the  present  law,  she  can  still  retain  some  AFDC  benefits  of  about 
$220  to  $240  a  month,  which  means  she  winds  up  with  an  income 
of  $790  a  month.  So  there  is  an  incentive  to  work  because  they  do 
wind  up  with  more  take-home  pay. 

As  I  read  your  proposal  now,  the  same  working  welfare  recipient, 
after  four  months  of  work,  after  four  months  on  the  job,  would  be 
knocked  off  AFDC  and  left  with  an  income  of  $550  a  month.  Where 
is  the  work  incentive  in  that? 

Secretary  Schweiker.  I  think  there  are  several  responses. 

First  of  all,  the  present  system  counts  several  expenses  twice.  I 
have  heard  a  lot  of  talk,  but  I  haven't  heard  anybody  suggest  how 
we  are  going  to  get  that  spending  curve  under  control  without 
cutting  the  budget.  You  can  come  and  ask  me  all  these  questions, 
but  unless  somebody  is  responsible  and  says  "What  are  you  going 
to  cut,  how  are  you  going  to  slow  it  down?"  the  burden  of  proof  is 
somewhere  on  the  other  side. 

Mr.  Obey.  Are  people  on  welfare  any  more  likely  to  work  than 
people  who  are  being  discouraged  from  working  who  are  in  high- 
income  levels  because  of  high  effective  marginal  tax  rates? 

Secretary  Schweiker.  The  point  that  I  am  making  here  is  that 
we  have  shifted  some  of  the  formulas  that  count  food  stamps  in  one 
case  and  not  in  another. 

Mr.  Obey.  I  recognize  that.  That  is  not  my  question. 

My  question  relates  to  the  provision  that  you  have  in  your  rec- 
ommendation that  said  that  after  four  months  of  working  you  lose 
all  AFDC  benefits.  It  means  that  the  woman  I  just  gave  as  an 
example  would  wind  up  losing  $200  or  more — she  would  lose  $200 
more  if  she  was  working  than  if  she  didn't.  How  are  you  going  to 
get  around  her  saying  the  hell  with  it  and  just  not  working? 

Secretary  Schweiker.  First  of  all,  the  old  system  counted  things 
twice,  such  as  working  expenses.  So  the  point  is,  we  had  people 
who  in  essence  got  a  double  deduction  because  of  their  work  situa- 
tion. We  don't  think  there  should  be  a  double  deduction  just  as  we 
don't  think  there  should  be  people  receiving  food  stamps  with  those 
food  stamps  not  counted  as  income. 

Mr.  Obey.  I  am  simply  saying,  where  is  the  work  incentive  in 
your  budget? 

Secretary  Schweiker.  I  have  been  trying  to  get  there  for  the  last 
few  minutes. 

Number  one  is,  we  eliminated  the  double  deduction. 

Number  two,  we  came  up  with  a  new  formula. 

The  problem  is  that  people  never  get  out  of  this  category.  They 
keep  growing  in  numbers  in  this  category  because  of  the  way  it  is 
defined.  We  developed  a  new  definition.  If  the  Congress  doesn't  like 
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the  definition,  they  can  change  it;  but  we  have  to  change  the 
present  rate  of  growth  in  the  programs.  And  if  there  is  a  better 
way  to  write  it,  we  would  be  delighted  to  hear  how  to  write  it.  But 
we  just  don't  think  that  growth  in  the  spending  curve  is  acceptable. 

Mr.  Obey.  I  don't  like  it  either.  All  I  am  suggesting  

Secretary  Schweiker.  I  haven't  heard  any  cuts  coming  from  the 
Congressmen  up  there. 

Mr.  Obey.  All  I  am  asking  is  how  you  convince  people  to  work 
when  you  are  in  effect  raising  the  marginal  tax  rate,  if  you  could 
call  it  that,  from  50  to  70  percent  to  somewhere  between  90  and  95 
percent  if  somebody  goes  to  work? 

Secretary  Schweiker.  It  is  a  matter  of  trying  to  keep  the  stand- 
ard of  living  that  you  have.  Some  people  get  another  job.  There  are 
many  middle-income  families  today  in  which  the  wage  earners 
have  two  jobs  because  the  families  can't  cope  with  inflation.  Infla- 
tion is  the  culprit  here.  If  we  can  solve  inflation,  the  working  poor 
will  be  far  better  off  than  with  any  benefit  you  are  giving  them 
now.  Somehow  we  are  losing  sight  of  that. 

You  can't  cut  inflation  unless  you  cut  benefits  and  you  can't  cut 
the  budget  without  cutting  the  budget.  I  haven't  heard  much  about 
cutting  the  budget. 

Mr.  Obey.  I  have  used  up  my  time.  Let  me  just  suggest  that  this 
provision  treats  the  nonworking  poor,  those  who  aren't  looking  for 
a  job,  a  whole  lot  better  than  it  treats  the  person  who  wants  to  go 
to  work  because  it  destroys  worker  incentive  as  far  as  I  can  see. 

Thank  you,  Mr.  Chairman. 

Mr.  Natcher.  Okay. 

Mr.  O'Brien? 

HEALTH  PLANNING 

Mr.  O'Brien.  Thank  you,  Mr.  Chairman. 

I  know  of  no  one  who  didn't  give  the  President  top  grades  for 
choosing  you  as  the  top  gun  and  you  sound  like  a  good  one  to  me. 

I  had  a  couple  of  general  questions  and  I  will  get  into  my  PSRO 
thing,  as  you  might  have  expected. 

As  I  understand  it,  the  Administration  plans  to  phase  out  health 
planning  by  1984.  Do  you  think  we  are  going  to  face  a  surge  in 
hospital  construction  and  renovation,  once  local  health  planning  is 
eliminated? 

Secretary  Schweiker.  One  of  our  priorities  probably  beginning 
next  month  is  to  set  up  a  working  group  within  my  Department  to 
develop  proposals  for  reforming  the  reimbursement  structure 
through  giving  people  alternative  choices  for  their  health  plan  and 
to  reimburse  in  a  way  that  provides  incentives  to  keep  costs  down. 
And  we  hope  that  later  this  year  we  will  have  a  full  program  that 
will  make  recommendations  in  that  area  that  will  be  in  place  by 
the  time  the  health  planning  program  is  phased  out. 

We  hope  to  recommend  to  the  Congress  later  this  year  some  new 
program  that  will  try  to  do  what  the  other  program  was  trying  to 
do. 
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BLOCK  GRANTS 

Mr.  O'Brien.  If  we  have  trouble  with  legislation  for  the  creation 
of  the  block  grants,  how  would  you  suggest  that  this  committee 
proceed  when  we  mark  up  this  bill? 

Secretary  Schweiker.  I  guess  there  are  two  answers  to  that. 

We  did  send  language  up,  contingency  language,  I  want  to  make 
it  clear  it  is  very  contingent.  In  the  event  the  authorizing  commit- 
tees would  not  have  had  time  to  act  or  feel  they  may  want  more 
time,  we  made  some  suggestions  to  the  Appropriations  Committee 
that  would  put  contingency  language  in  there  that  would  in  es- 
sence accomplish  the  block  grant  section.  However,  then  block 
grant  activities  would  be  subject  to  change  when  the  authorizing 
committee  did,  in  fact,  act.  That  would  be  one  alternative.  I  do  not 
say  that  is  what  the  Committee  wants  to  do.  I  am  just  saying  we 
presented  some  language. 

One  other  option  is,  if  the  block  grants  are  not  in  place  by  that 
time,  we  then  would  have  to  come  back  with  some  specific  recom- 
mendations on  the  individual  programs  that  fall  under  this  catego- 
ry. 

We  have  two  ways  we  can  go  if  the  block  grants  programs  don't 
pass  in  time  for  your  deadline.  I  realize  that  is  a  problem.  I  do  not 
discount  that  at  all. 

PROFESSIONAL  STANDARDS  REVIEW  ORGANIZATIONS 

Mr.  O'Brien.  I  would  like  to  thank  you  for  hearing  me  and  some 
people  out  in  your  office  with  respect  to  PSROs  some  time  ago. 
Candidly,  I  think  your  open-mindedness  in  your  role  is  a  good 
thing.  I  think  the  problem  we  have  had  with  PSRO  is  primarily  the 
CBO  study  and  I  believe  people  have  attributed  too  much  weight  to 
that  and  I  think  there  are  great  limitations  on  it. 

Let  me  point  out  a  couple  of  things  that  disturbed  me  about  it. 

The  PSRO  review  of  Medicaid  patients  wasn't  taken  into  consid- 
eration, yet  it  accounts  for  a  third  of  its  activity.  Along  those  lines 
I  would  like  to  point  out  that  one  PSRO  in  Michigan  achieved  an 
8.5  percent  reduction  in  average  length  of  stays  for  Medicaid  pa- 
tients; one  PSRO  in  New  York  achieved  a  32.8  percent  reduction  in 
Medicaid  patients  for  heart  diseases  for  average  length  of  stay 
(ALOS),  and  an  8  percent  reduction  in  ALOS  for  patients  with 
heart  failure. 

The  CBO  study  states  that  PSROs  "could  have  significant  long- 
term  effects"  yet  does  not  take  this  into  consideration  when  deter- 
mining cost-effectiveness. 

The  CBO  studies  state  that  the  degree  to  which  focusing  has 
impacted  on  the  program  is  unknown. 

Focusing,  as  I  understand  it,  would  select  cardiac  arrest  cases  as 
an  item  that  probably  needs  attention. 

CBO's  study  states  "Since  PSRO  review  has  always  been  a  re- 
placement for  another  preexisting  system  of  review,  it  has  never 
been  possible  to  assess  the  total  impact  of  instituting  PSRO 
review." 

CBO  states  "Discharge  a  day  or  more  earlier  as  a  result  of  PSRO 
action  might  be  not  only  stressful  to  the  patient  and  the  family, 
but  also  costly  in  the  financial  sense."  Yet  the  GAO's  study,  in  fact, 
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is  critical  of  PSROs  for  not  ordering  early  discharges  more  fre- 
quently. 

Most  important,  the  CBO  study  is  deficient  in  that  it  does  not 
consider  the  costs  nor  the  benefits  of  the  quality-assurance  portion 
of  the  PSRO  program. 

At  this  point  I  would  like  to  submit  for  the  record  a  summary  of 
PSRO  Impact  on  Medical  Services:  1980,  and  cite  only  one  example 
where  a  PSRO  found,  in  one  year,  810  cases  of  misdiagnosed  mya- 
cardial  infarction.  This  PSRO  now  reports  nearly  100  percent  accu- 
racy in  such  diagnoses.  As  you  can  appreciate,  Mr.  Secretary,  this 
type  of  review  not  only  has  a  definite  impact  on  quality  but  also  on 
cost. 

[Summary  referred  to  follows:] 
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PREFACE 


This  3rd  Annual  Report  of  the  AAPSRO  Task  Force  on  Impact  is  intended  to  describe  the 
effectiveness  of  the  PSRO  Program  through  a  series  of  narrative  presentations.  The  report  contains 
dozens  of  examples  of  specific  impact  on  quality  of  care,  a  factor  heretofore  not  emphasized  by 
government  evaluators,  as  well  as  describing  utilization  trends  by  region  and  PSRO.  There  can  be 
no  misunderstanding  the  facts  presented  in  these  volumes.  Locally  practicing  physicians  are  meeting 
the  challenge  of  Congress  and  others  in  many  documented  instances.  Severe  budget  cuts  notwith- 
standing, the  PSRO  Program  is  entering  maturity  with  some  very  positive  results. 

This  report  describes,  in  detail,  individual  PSRO  accomplishments  as  of  the  first  6  months  of 
1980  reported  by  approximately  50%  of  the  PSROs  in  various  stages  of  operation  in  the  U.S. 

We  have  prepared  the  report  in  two  volumes.  Volume  I  is  intended  to  provide  an  overview  of 
utilization  and  quality  impact  for  those  who  wish  a  quick  summary;  while  Volume  1 1  provides  specific 
documentation  of  individual  PSRO  performance  in  reported  areas. 

The  Task  Force  on  Impact,  comprised  of  16  PSRO  representatives,  including  4  physicians  in 
private  practice,  is  pleased  to  present  this  report.  It  is  our  objective  that  the  positive  outcomes  reported 
by  PSROs  be  considered  by  those  who  require  information  in  Government  concerning  health  care, 
quality  assurance,  and  utilization  review. 


B.  Marc  Allen 
Chairman 

1980  AAPSRO  Task  Force  on  Impact 
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Since  1972,  Professional  Standards  Review  Organizations  (PSROs)  have  been  monitoring  federal  health  dollars, 
assuring  that  care  delivered  under  the  Medicare  and  Medicaid  programs  was  necessary,  proper,  and  met  professionally 
recognized  standards  of  care.  In  the  past  eight  years,  PSROs  have  developed  great  sophistication  in  devising  methods  to 
meet  these  objectives,  and  in  so  doing,  have  not  only  helped  control  federal  health  expenditures,  but  have  given  the 
profession  of  medicine  a  renewed  sense  of  accountability  and  cost  consciousness. 

PSROs  have  used  several  methods  to  achieve  these  results  including  Medical  Care  Evaluation  Studies  (MCEs), 
Concurrent  Review,  Pre-Admission  Certification,  Profile  Analysis  and  Focused  Review.  MCE  Studies  use  objective 
criteria  in  reviewing  a  sample  of  patient  charts  to  determine  whether  the  care  provided  was  of  proper  quality.  Concurrent 
Review  is  for  the  purpose  of  determining  whether  a  patient's  admission  to  a  facility  is  necessary  and  if  so,  for  how  long 
services  need  to  be  provided  at  that  level  of  care.  Pre-Admission  Certification  is  conducted  prior  to  a  patient's  admission 
to  a  facility  for  elective  reasons  to  determine  if  the  admission  is  necessary.  In  Profile  Analysis,  data  on  individual  physi- 
cians and  facilities  are  collected  and  analyzed  to  determine  whether  the  patterns  of  practice  are  acceptable.  Focused 
Review  is  used  by  PSROs  to  concentrate  review  efforts  on  areas  of  identified  problems  while  exempting  from  review 
those  areas  that,  in  the  past,  have  shown  to  be  consistently  acceptable  in  terms  of  medical  necessity  and  quality. 

Many  PSRO  results  are  statistically  measurable  in  terms  of  reduced  hospital  use  and  reduction  of  waste.  Other 
results  are  more  subjective  or  problem  related  and  are  best  described  by  relating  local  experiences.  Perhaps  most  diffi- 
cult to  define  and  communicate  are  the  intangible  effects  on  the  practice  of  medicine:  a  critical  self-awareness  on  the 
part  of  participating  physicians;  serious  concern  for  the  quality  of  care  given  to  the  nation's  poor;  a  revolution  in  the  use 
of  data  to  study  practice  patterns  locally  and  nationally;  improved  transmission  of  knowledge  regarding  innovations  in 
clinical  practice;  and  physician  input  at  the  federal  level  to  the  ongoing  task  of  restructuring  health  care. 

The  purpose  of  this  document  is  to  record  a  sample  of  the  types  of  accomplishments  PSROs  have  made  in  1979. 
We  have  grouped  these  accomplishments  under  the  five  National  PSRO  Program  priorities,  developed  by  the  Department 
of  Health  and  Human  Services  and  approved  by  the  National  Professional  Standards  Review  Council.  These  priorities 
are  listed  below: 

Priority  No.  1 :     Identify  and  address  the  problem  of  substandard  quality  of  care. 

Priority  No.  2:     Correct  locally  identified  problems  concerning  hospital  utilization  taking  into  consideration 
national  and  local  data  sources. 

Priority  No.  3:     Correct  inappropriate  incidence  of  surgical  procedures  identified  by  the  PSRO  taking  into 
consideration  national  and  local  data  sources. 

Priority  No.  4:     Correct  inappropriate  and  medically  unnecessary  utilization  of  ancillary  services. 

Priority  No.  5:     Maximize  program  effectiveness  and  efficiency  within  the  budget  allocation. 

The  American  Association  of  PSROs  (AAPSRO)  has  developed  a  mechanism  through  which  the  Program  can 
demonstrate  its  effectiveness.  AAPSRO  has  applied  this  methodology  the  past  two  years,  producing  the  1978  and  1979 
PSRO  Impact  Reports.  Each  year  the  process  has  been  expanded  in  both  content  and  scope,  with  this  year's  study 
representing  the  most  ambitious  data  collection  attempt  to  date.  In  response  to  a  two-part  survey  sent  to  each  of  the 
187  PSROs  in  the  United  States,  the  AAPSRO  received  89  comprehensive  replies,  representing  a  total  response  rate  of 
nearly  50  percent.  These  89  PSROs  represent  5,425,932  annual  discharges  or  41%  of  the  total  discharges  under  PSRO 
review.  These  responses  provide  the  information  for  this,  the  1980  PSRO  Impact  Report,  published  in  two  volumes. 

This  first  volume  highlights  the  impact  of  PSROs,  describing  a  sample  of  their  accomplishments  in  terms  of  the 
National  Priorities.  Volume  II  contains  a  comprehensive  description  of  PSRO  achievements. 

Following  the  discussion  of  the  five  National  Priorities,  this  volume  will  provide  the  reader  with  some  expecta- 
tions of  future  PSRO  impact  and  the  topic  areas  in  which  this  impact  will  be  achieved.  Barriers  to  PSRO  impact  will 
be  the  subject  of  the  final  section  of  this  Volume.  It  is  important  to  provide  the  reader  with  data  such  as  these  in  order 
to  show  how  effective  the  Program  has  been  and  how  much  more  successful  it  could  be  if  these  barriers  are  removed. 
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It  is  important  to  note  that  PSROs  are  locally  based  physician  organizations  designed  to  correct  problems  identi- 
fied in  their  own  areas.  To  accomplish  this,  each  PSRO  has  developed  objectives  for  improvement  in  the  utilization  and 
quality  of  medical  care  that  are  based  on  the  patterns  of  practice  existing  in  its  own  locale.  Since  PSRO  objectives  are 
based  on  locally  identified  problems,  and  since  these  problems  may  exist  in  few  if  any  other  PSRO  areas,  no  one  objec- 
tive is  conducted  on  a  sweeping  nationwide  basis.  This  summary  document  is,  therefore,  meant  to  be  representative  of 
the  impact  which  PSROs  have  achieved  and  is  not  a  comprehensive  report  of  all  PSRO  activities. 

Priority  1:  Quality  of  Care 

Although  PSROs  primarily  focus  their  program  efforts  on  Federally  funded  patients  in  acute-care  facilities, 
there  are  many  indications  that  PSROs  enhance  the  quality  of  care  received  by  the  entire  patient  population.  Provided 
below  are  several  examples  of  improvements  in  the  quality  of  care  achieved  by  individual  PSROs. 

Eight  PSROs,  representing  diverse  areas  from  California  to  New  Hampshire,  provided  data  on  their  impact  on  the 
proper  diagnosis  and/or  treatment  of  Acute  Myocardial  Infarction  (AMI).  The  extent  of  the  problem  ranged  from  two 
physicians  and  20  patients  in  the  National  Capital  Medical  Foundation  of  Washington,  D.C.  to  4,100  physicians  in  66 
hospitals  as  reported  by  the  South  Carolina  Foundation  for  Medical  Care  in  Columbia,  South  Carolina.  The  primary 
problem  uncovered  by  the  PSROs  was  that  of  improper  validation  of  the  AMI  diagnosis.  The  New  Hampshire  Foundation 
for  Medical  Care,  Durham,  New  Hampshire,  identified  810  patients  inaccurately  diagnosed  as  having  AMI.  The  Region 
II  Medical  Review  Organization  in  Dayton,  Ohio  found  that  AMI  had  been  improperly  diagnosed  in  76  percent  of  the 
cases  it  reviewed.  In  each  case,  the  problems  were  identified  through  the  application  of  Medical  Care  Evaluation  (MCE) 
Studies  (discussed  in  greater  detail  on  p.  7),  concurrent  review,  profile  analysis  or  through  special  studies. 

Clearly,  the  implications  of  this  problem  on  the  quality  of  care  delivered  to  these  patients  necessitated  immediate 
and  decisive  measures  that  could  only  be  implemented  by  PSROs.  The  PSROs  took  a  variety  of  steps  to  reverse  the 
problem.  Peer  review  conferences  were  held  with  individual  physicians  as  well  as  with  groups  of  physicians.  In  several 
PSROs  pre-admission  certification  was  implemented  as  was  a  second  opinion  certification  program  (second  opinion 
programs  are  discussed  in  greater  detail  under  the  section  on  Priority  3).  Others  made  use  of  solid  relationships  with  area 
Medical  Societies  to  develop  Continuing  Medical  Education  (CME)  programs  that  focused  on  the  diagnosis  and  proper 
treatment  of  AMI.  One  PSRO  reported  its  findings  to  the  Office  of  Program  Integrity  and  the  area  Medicaid  Agency 
for  appropriate  follow-up.  Another  PSRO  removed  the  hospitals'  waiver  of  liability  with  respect  to  this  diagnosis.  Each 
intervention  resulted  in  a  measurable  positive  impact.  The  New  Hampshire  Foundation  for  Medical  Care  now  reports 
a  near  100  percent  accuracy  performance  in  diagnosing  AMI.  The  Area  XXIV  PSRO  in  Los  Angeles,  California  reports 
a  50  percent  reduction  in  AMI  admissions  in  one  hospital.  Decreased  mortality  rates  and  a  demonstration  through  con- 
current review  that  the  treatment  of  AMI  is  meeting  the  standards  of  treatment  established  by  PSRO  physicians,  clearly 
shows  the  success  of  these  PSROs  in  helping  eliminate  this  problem. 

Five  PSROs  individually  identified  a  problem  concerning  the  inappropriate  use  of  blood  transfusions.  The  PSROs 
involved  were,  again,  widely  dispersed  throughout  the  country.  The  Montana  Foundation  for  Medical  Care  in  Helena, 
Montana  identified  inappropriate  blood  transfusion  practices  through  an  MCE  study  involving  549  physicians,  63  acute 
care  hospitals  and  1,642  patients.  In  a  similar  study  involving  16  hospitals  and  9,000  patients  the  Central  Massachusetts 
PSRO,  Worcester,  Massachusetts,  also  identified  inappropriate  use  of  blood  transfusions.  Most  PSROs  took  an  educa- 
tional approach  to  solving  this  problem,  using  both  individual  peer  review  conferences  and  CME  programs.  The  results 
were  impressive.  The  PSRO  of  Queens  County,  Rego  Park,  New  York,  reported  a  90  percent  improvement  in  meeting 
the  indications  for  blood  transfusions.  The  Southcentral  Pennsylvania  PSRO  in  Camp  Hill,  Pennsylvania  reported  that 
there  is  now  a  100  percent  performance  in  the  justification  for  blood  transfusions.  In  Montana,  hospital  forms  were 
developed  to  prevent  reordering  and  administration  problems  that  were  evident.  The  South  Carolina  Foundation  for 
Medical  Care,  Columbia,  South  Carolina  and  the  Central  Massachusetts  PSRO,  each  reported  reductions  in  the  inappro- 
priate use  of  blood  transfusions. 

The  Area  XXV  PSRO  in  Hollywood,  California  utilized  a  special  study  and  profile  analysis  to  identify  prob- 
lems concerning  the  diagnosis,  treatment  and  medication  of  patients  with  cardiac,  pulmonary  and  renal  failures.  The 
problem  involved  350  patients  and  was  centered  on  two  physicians  whose  performance  fell  well  outside  the  PSRO's 
normal  range  of  being  proper.  The  PSRO  took  careful  steps  to  verify  the  problem  by  monitoring  the  patients  whom 
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these  physicians  had  admitted  to  the  hospital.  The  problem  was  verified.  This  monitoring  showed  that  the  patients  had 
been  inaccurately  diagnosed  as  having  cardiac,  pulmonary  or  renal  failure.  To  make  matters  worse,  the  patients  were 
receiving  the  wrong  treatment  even  had  the  diagnosis  been  correct!  The  PSRO  implemented  corrective  measures  through 
one-on-one  peer  review  conferences,  pre-admission  certification  and  retrospective  payment  denial  for  the  patients  who 
had  been  inaccurately  diagnosed  and  treated.  These  measures  eliminated  the  inaccurately  diagnosed  cases  and  effectively 
reduced  that  hospital's  number  of  admissions  for  cardiac,  pulmonary  and  renal  failures  by  50  percent. 

In  each  of  these  examples,  the  PSROs  demonstrated  their  readiness  to  act  on  the  problems  and  were  able  to 
report  effective  results.  Common  to  the  solution  of  each  of  the  problems  was  the  use  of  some  type  of  educational  pro- 
cess. PSROs  are  increasingly  seen  as  a  major  vehicle  for  the  targeting  of  medical  education  where  needed,  and  the  imple- 
mentation of  such  education  in  appropriate  settings.  Because  PSROs  are  part  of  a  nationwide  network,  it  is  hoped  that 
new  developments  in  clinical  practice  will  quickly  reach  all  parts  of  the  country  through  this  ongoing  information  ex- 
change. 


Priority  2:  Impact  on  Utilization 

The  efforts  of  PSROs  have  produced  a  steady  decrease  in  the  utilization  of  acute  care  hospitals  by  Federally 
funded  patients.  During  1979  the  PSRO  Program,  demonstrated  great  impact.  This  coincides  with  the  time  period  of 
full  implementation  for  most  local  PSROs.  The  AAPSRO  grouped  the  Hospital  Utilization  data  it  received  into  eight 
separate  categories.  These  are  the  PSRO  impact  on: 


o  excessive  discharge  rates 

o  unnecessary  days  of  care 

o  average  length  of  stay  where  appropriate 

o  pre-operative  length  of  stay  where  appropriate 

o  changes  in  diagnostic  specific  length  of  stay  where  appropriate 

o  levels  of  care 

o  number  of  admissions 

o  other 


AAPSRO's  survey  of  local  PSROs  clearly  shows  the  success  which  PSROs  have  had  in  achieving  Priority  2: 
Correct  Locally  Identified  Problems  Concerning  Hospital  Utilization  Taking  Into  Consideration  National  And  Local 
Data  Sources. 

Discharges  Per  1,000  Eligibles:  Seventeen  PSROs  provided  the  AAPSRO  with  impact  data  concerning  their 
ability  to  reduce  the  number  of  Federal  discharges  from  acute-care  hospitals.  The  PSRO  Program  accomplished  this  goal 
by  documenting  a  reduction  in  Medicare  discharges  per  thousand  eligibles  by  a  range  of  .5  percent  to  10  percent  for  an 
average  of  2.2%  and  in  Medicaid  with  a  range  of  .4  percent  to  2  percent,  a  .8  percent  average.  When  taken  together, 
these  reductions  resulted  in  17,616  fewer  discharges  for  the  seventeen  PSROs.  The  PSROs  reporting  this  impact  represent 
areas  from  San  Diego,  California  to  Providence,  Rhode  Island.  The  Nevada  PSRO  in  Reno  documented  an  actual  reduc- 
tion in  its  Medicare  discharge  rate  of  almost  20  patients  per  1,000  between  1977  and  1978.  This  represents  a  decrease 
of  6.4  percent  or  a  total  reduction  of  2,240  discharges  realized  through  the  PSRO's  effort.  The  PSRO  of  Rockland 
County  in  New  City,  New  York  reduced  the  discharge  rate  per  1,000  eligibles  in  its  hospitals  by  22  patients  —  a  total 
reduction  of  7.3  percent  or  766  discharges. 

Thirty-three  PSROs  responded  with  clear  data  of  their  impact  on  Reducing  Overall  Average  Length  Of  Stay 
(ALOS)..  The  data  show  that  the  Medicare  and  Medicaid  overall  A  LOS  have  been  reduced  by  .71  and  .24  days  respec- 
tively in  these  PSROs.  Twenty-nine  PSROs  reduced  the  Medicare  ALOS  by  a  range  of  .09  to  4.2  days.  Fourteen  PSROs 
reported  a  reduction  in  their  Medicaid  ALOS  by  a  range  of  .04  to  .8  days.  In  addition,  sixteen  PSROs  have  identified 
ALOS  reductions  for  Specific  Diagnoses.  Eight  of  these  PSROs  provided  data  reflecting  a  reduction  of  between  .2  days 
to  2.1  days  in  the  average  length  of  stay  for  Acute  Myocardial  Infarction  (AMI).  The  average  reduction  in  AMI  was 
1.16  days.  A  decreased  average  length  of  stay  was  also  demonstrated  for  cataract  extraction.  For  this  procedure,  six 
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PSROs  documented  an  average  reduction  of  .9  days  per  patient  with  the  range  for  these  PSROs  being  from  .4  days  to 
1.6  days.  All  in  all.  the  data  returned  by  thirty-three  PSROs  reflected  lower  average  lengths  of  stay  in  twenty-two  diag- 
noses and/or  procedures. 

More  specifically,  PSROs  report  that  they  are  reducing  the  Pre-operative  Length  of  Stay  for  many  medical  pro- 
cedures. Ten  PSROs  submitted  evidence  of  reductions  in  pre-operative  length  of  stay  for  thirteen  procedures.  Pre-opera- 
tive LOS  for  Cholecystectomy  and  Transurethral  Resection  of  Prostate  were  affected  most  with  an  average  reduction  of 
.9  and  .5  days  per  patient  respectively.  Other  procedures  showing  good  evidence  of  PSRO  impact  were  Dilation  and 
Curettage  with  a  .3  average  reduction  and  Hemorrhoidectomy  with  a  .7  day  average  reduction. 

A  key  ingredient  to  the  PSRO  Program's  success  in  meeting  utilization  standards  has  been  the  ability  of  local 
PSROs  to  reduce  the  number  of  Inappropriate  Admissions.  Because  PSROs  operate  several  review  mechanisms  which 
focus  on  a  patient's  admission  to  the  hospital,  this  success  is  not  surprising.  Through  the  mechanisms  of  pre-admission 
certification  and  concurrent  review  a  PSRO  can  monitor  the  number  and  the  appropriateness  of  a  hospital's  admissions. 
Utilizing  profile  analysis  or  Medical  Care  Evaluation  Studies  a  PSRO  can  retrospectively  identify  problem  areas  regarding 
improper  admissions  on  which  it  can  focus  the  former  two  mechanisms.  Given  these  tools  and  the  abilities  of  PSROs 
to  incorporate  them  into  their  peer  review  systems,  significant  impact  has  been  achieved. 

Many  PSROs  reported  indications  of  inappropriate  admissions  within  their  areas.  By  applying  focused  concurrent 
review,  pre-admission  certification,  peer  review  conferences  and  non-delegated  review  each  PSRO  worked  to  decrease 
improper  admissions.  In  addition,  each  PSRO  followed-up  their  activities  through  the  application  of  profile  analysis  or 
data  reports.  One  PSRO,  whose  activities  identified  a  single  physician  as  having  the  majority  of  inappropriate  admissions, 
has  documented  an  89  percent  reduction  in  that  physician's  admissions  over  a  three-month  period.  Another  PSRO 
reported  that  within  six  months  of  implementing  corrective  measures  the  number  of  inappropriate  admissions  had  been 
reduced  to  an  acceptable  level.  A  number  of  other  PSROs  had  identified  unnecessary  admissions  for  specific  diagnoses 
or  procedures.  Please  refer  to  Volume  1 1  for  specific  descriptions  of  the  experiences  which  those  PSROs  had  in  reducing 
those  unnecessary  admissions. 

Federal  program  evaluators  are  particularly  concerned  with  a  measure  they  term,  Days  of  Care  Per  Thousand 
Eligibles.  This  is  a  combined  figure  that  includes  admission  rates  and  average  length  of  stay,  and  reduction  of  this 
figure  is  seen  as  a  critical  indicator  of  PSRO  performance.  The  PSROs  submitting  data  on  their  performance  concerning 
this  measurement  documented  considerable  impact.  Indeed,  the  average  reduction  in  Medicare  days  of  care  for  those 
reporting  PSROs  was  223  patient  days  per  1,000  eligibles.  There  are  many  specific  examples  of  significant  impact.  A 
striking  performance  was  reported  by  the  Western  Massachusetts  PSRO  in  West  Springfield,  Massachusetts.  Its  efforts 
to  reduce  the  days  of  care  for  six  specific  diagnoses  were  rewarded  with  an  overall  decrease  of  10,727  days.  The  Montana 
Foundation  for  Medical  Care  reported  an  overall  decrease  in  Medicare  days  per  1 ,000  eligibles  of  420  days  per  1,000  or 
33,947  days.  Other  equally  impressive  examples  of  the  PSRO  impact  on  reducing  the  days  of  care  per  1,000  Medicare 
eligibles  are  contained  in  Volume  II. 

Six  PSROs  described  a  problem  concerning  changes  in  level  of  care.  The  problem  concerns  patients  in  acute  care 
settings,  whose  treatment  could  be  handled  appropriately  in  skilled  nursing  or  intermediate  care  facilities.  The  problem 
is  expensive,  because  the  cost  difference  between  the  acute  care  setting  and  an  alternate  level  of  care  setting  is  significant. 
The  six  PSROs  who  reported  on  this  problem  were  able  to  implement  activities  to  correct  or  ease  it.  A  common  action 
taken  by  each  PSRO  involved  assessing  the  quality  of  discharge  planning  being  performed  in  their  area  hospitals  and 
reporting  their  findings  to  the  appropriate  local,  state  and  federal  organizations  such  as  Health  Planning  Agencies.  Having 
taken  these  measures  the  Western  Massachusetts  PSRO  has  paved  the  way  for  the  construction  of  alternate  care  beds  in 
its  region.  The  Prince  George's  Foundation  for  Medical  Care  in  Maryland  found  that  a  single  social  worker  was  con- 
tributing to  a  large  part  of  the  problem  in  one  hospital.  The  PSRO  worked  with  that  hospital  on  effective  corrective 
action.  The  Kentucky  Peer  Review  Organization's  findings  were  that  numerous  hospitals  in  the  state  did  not  operate 
discharge  planning  programs.  The  problem  affected  twenty  hospitals  and  3,500  patients  annually.    The    PSRO,  in 
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conjunction  with  the  Kentucky  Health  Social  Workers  Association,  conducted  Discharge  Planning  Seminars  for  those 
hospitals  and  provided  technical  assistance  for  the  development  of  Discharge  Plans.  Today,  each  facility  has  implemented 
a  PSRO-approved  discharge  planning  program. 

Included  in  the  Quality  of  Care  and  in  the  Other  category  of  the  "Hospital  Utilization"  sections  of  Volume  II 
are  examples  from  many  PSROs  concerning  their  impact  on  reducing  the  improper  use  of  acute-care  services  in  specific 
circumstances.  For  example,  the  Southwestern  Pennsylvania  PSRO  in  Greensburg,  Pennsylvania,  had  a  dramatic  effect 
on  improper  use  in  one  of  its  area  hospitals.  The  problem  encompassed  all  medical  and  surgical  admissions  to  the  hospital 
and  involved  3,000  patients.  The  problem  was  brought  to  light  through  concurrent  review,  a  special  study,  profile  anal- 
ysis and  on-site  monitoring.  By  removing  the  hospital's  delegated  status,  and  closely  monitoring  its  operations,  the 
PSRO  was  able  to  show  the  following  results: 

IMPACT  MEDICARE  MEDICAID 

a.  Reduction  in  Average  LOS  10.9%  14.3% 

b.  Reduction  in  Average  Discharges/month  12.3%  27.8% 

c.  Reduction  in  Patient  Days/month  21.7%  38.2% 

In  summary,  the  PSRO  program  can  clearly  show  that  it  has  met  National  Priority  2. 


Priority  3:  Prevention  of  Unnecessary  Surgery 

The  prevention  or  reduction  of  unnecessary  surgery  has  become  an  important  goal  of  the  PSRO  Program  and  the 
reason  behind  the  establishment  of  National  Priority  3:  Correct  inappropriate  incidence  of  surgical  procedures  identified 
by  the  PSRO  taking  into  consideration  national  and  local  data  sources.  The  following  are  examples  of  the  PSRO  Pro- 
gram's impact  on  the  prevention  of  unnecessary  or  inappropriate  surgery.  Eight  PSROs  were  challenged  with  correcting 
the  problem  of  unnecessary  Tonsillectomy  and  Adenoidectomy  (T  &  A)  procedures.  MCE  Studies  and  profile  analysis 
brought  this  problem  to  light.  Although  the  eight  PSROs  represented  widely  scattered  regions  of  the  country,  the  correc- 
tive actions  implemented  by  each  were  notably  similar.  Peer  review  conferences  were  held  with  individual  and  groups  of 
physicians.  Pre-admission  certification  and  second  opinion  programs  were  also  implemented  to  correct  the  problem. 
The  impact  generated  by  these  efforts  speaks  for  itself.  The  Montana  Foundation  for  Medical  Care  has  documented  a 
51  percent  reduction  in  the  number  of  T  &  A's  being  performed  across  its  area.  One  hospital  under  Montana's  review 
discovered  that  40  percent  of  its  T  &  A  patients  were  siblings.  Because  of  hospital  failure  to  act,  the  Foundation  has 
implemented  a  second  opinion  program  for  these  patients.  The  North  Bay  PSRO  in  San  Rafael,  California,  has  docu- 
mented a  50  percent  reduction  in  T  &  A  surgery  as  a  result  of  its  activities  to  correct  this  problem. 


Second  Opinions 

The  application  of  second  opinion  programs  has  been  effective  in  assisting  PSROs  in  their  corrective  action 
activities  concerning  both  utilization  and  quality  of  care  problems.  Indeed,  the  reports  on  the  efficacy  of  the  second 
opinion  for  elective  surgery  are  growing  in  number.  Two  opposing  points  of  view  have  emerged  -  each  with  substan- 
tiating clinical  evidence. 

Rates  of  unnecessary  surgery  have  been  estimated  to  be  as  high  as  10  to  15  percent,^  while  others  claim  only  a 
2  percent  reduction  can  be  achieved  in  the  reduction  of  surgical  procedures.^  Using  the  2  percent  figures,  the  chief 
benefit  of  the  second  opinion  is  seen  as  quality  control.  The  presence  of  the  second  opinion  forces  the  primary  surgeon 
to  be  constantly  on  his  mettle  in  advising  his  patients. 


1E.  G.  McCarthy  and  G.  W.  Widmer,  ''Effects  of  Screening  by  Consultants  on  Recommended  Elective  Surgical  Procedures,"  New  England 
Journal  of  Medicine,  291  (1974),  1331-1335. 

2M.  Paris,  et  al,  "An  Analysis  of  Non-Confirmation  Rates:  Experiences  of  a  Surgical  Second  Opinion  Program,  "Journal  of  the  American 
Medical  Association.  242  (1979),  2424-2427. 
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PSROs  reporting  to  AAPSRO  in  1980  have  provided  data  on  the  experiences  of  PSRO  generated  second  opinion 
programs  that  have  shed  further  light  on  the  controversy.  Six  PSROs,  four  from  the  East  and  two  from  the  West,  con- 
ducted second  opinion  studies.  The  most  elaborate  is  that  of  the  Western  Massachusetts  PSRO  which  studied  eight 
second  opinion  consultations  for  eight  operative  procedures. 

A  number  of  operative  procedures  have  been  studied  in  common  by  these  six  PSROs  -  tonsillectomy  and 
adenoidectomy,  hysterectomy,  hiatal  hernia,  choleystectomy  and  disc  surgery.  The  agreement  in  the  effectiveness  of  the 
second  surgical  opinion  program  among  widely  separated  PSROs  is  startling.  For  example.  North  Bay  PSRO  and  the 
Montana  FMC  both  report  a  50  percent  reduction  in  tonsillectomy  and  adenoidectomy  operations.  On  the  other  hand, 
Western  Massachusetts  reports  an  overall  reduction  in  surgery  of  only  10  percent  which  includes  this  PSRO's  tonsillec- 
tomy and  adenoidectomy  experience. 

It  is  clear  from  these  reports  that  reduction  of  surgery  following  a  second  opinion  is  procedure-specific.  There 
is,  therefore,  no  significant  difference  between  the  findings  of  the  several  groups  already  on  record  in  the  evaluation 
of  the  second  opinion  programs.  PSROs  have  shown  that  the  efficacy  of  second  opinions  varies  with  the  type  of  opera- 
tion —  a  finding  that  appears  to  be  true  across  the  country.  Consequently  second  opinion  programs  might  be  best  di- 
rected to  those  elective  surgical  areas  such  as  tonsillectomy  and  adenoidectomy  where  a  maximum  impact  can  be  a- 
chieved.  PSROs  can  help  assure  that  such  policy  decisions  are  made  on  the  basis  of  actual  field  experience,  thus  avoiding 
costly  and  ineffective  federal  intervention. 

Priority  4:  Ancillary  Services  Review 

Ancillary  Services  Review  is  an  area  of  review  which  PSROs  have  only  recently  implemented.  Although  funding 
and  technical  limitations  have  delayed  initiation  of  Ancillary  Services  Review,  the  results  from  those  programs  which 
have  been  implemented  show  great  cost-savings  potential.  As  money  and  time  permit,  PSROs  are  making  important 
progress  toward  Priority  4:  Correct  improper  and  medically  unnecessary  use  of  ancillary  services. 

Two  main  issues  in  which  multiple  PSROs  have  experienced  impact  are  listed  below  as  examples  of  the  Program's 
accomplishments  in  the  review  of  Ancillary  Services.  These  are  the  reduction  of  routine  admission  testing  and  the  un- 
necessary use  of  Intermittent  Positive-Pressure  Breathing  —  IPPB.  Five  PSROs  addressed  the  problem  of  unnecessary 
routine  hospital  admission  testing.  One  PSRO  addressed  itself  to  Pulmonary  Function  testing;  another  questioned  the 
tests  provided  to  patients  with  the  diagnosis  of  alcoholism;  and  the  remaining  three  PSROs  took  the  general  practice  of 
routine  admission  testing  under  consideration.  Each  problem  was  documented  through  the  PSRO's  concurrent  review 
systems.  Each  PSRO  had  identified  one  hospital  and  a  physician  or  physicians  within  that  hospital  as  the  source  of  the 
problem.  The  Delaware-Chester  Area  X  PSRO  in  Wayne,  Pennsylvania,  noted  that  all  patients  admitted  to  one  hospital 
(1,470  annually)  received  a  routine  pulmonary  function  test.  The  PSRO,  in  cooperation  with  the  hospital,  studied  this 
problem  and  found  that  the  practice  could  be  safely  discontinued.  The  other  PSROs  took  very  similar  approaches  to 
correcting  the  problem  with  the  result  of  eliminating  the  routine  testing  which  had  come  into  question. 

Three  PSROs  devoted  Medical  Care  Evaluation  Studies  to  the  problem  of  the  unnecessary  use  of  Intermittent 
Positive-Pressure  Breathing  —  IPPB.  Several  other  PSROs  identified  problems  associated  with  the  provision  of  Respiratory 
Therapy  but  did  not  specifically  address  IPPB.  One  PSRO,  the  Montana  Foundation  for  Medical  Care,  discovered  quality 
of  care  issues  relating  to  this  problem  that  required  immediate  attention  through  programs  of  education  and  communica- 
tion to  the  hospitals  of  their  performance.  Each  PSRO  documented  a  substantial  decrease  in  unjustified  treatments. 

The  over-use  of  services  is  not  always  the  problem,  as  in  the  case  of  the  next  example.  The  Medical  Utilization 
Review  of  Southern  Illinois  found  that  seven  hospitals  in  its  area  showed  a  pattern  of  not  ordering  necessary  diagnostic 
services.  The  problem  involved  the  diagnoses  of  pneumonia,  stroke,  asthma  and  urinary  tract  infection.  To  correct  the 
problem,  the  PSRO  held  a  peer  review  conference  with  the  physicians  involved.  The  MCE  Study  originally  documenting 
the  problem  revealed  that  one  hospital  did  not  have  the  equipment  necessary  to  do  a  specific  test.  It  was  recommended 
to  that  hospital  that  the  needed  equipment  be  purchased.  Due  to  these  measures,  the  PSRO  has  noted  a  32  percent 
improvement  in  the  utilization  of  these  tests. 
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Priority  5:  Program  Effectiveness  and  Efficiency 

Although  all  of  the  examples  cited  thus  far  testify  to  the  effectiveness  of  PSROs,  further  documentation  can  be 
given  on  the  particular  efforts  PSROs  have  made  in  meeting  Priority  5:  Maximize  program  effectiveness  and  efficiency 
within  the  budget  allocation. 

Budget  restraints  and  reductions  have  caused  PSRO  to  "shift  their  weight."  Data  systems  have  had  to  mature 
quickly  to  provide  PSROs  with  the  ability  to  monitor  its  efforts  in  more  sophisticated  ways.  To  ensure  that  the  data 
collected  are  reliable,  several  PSROs  have  reported  projects  to  correct  coding  or  abstracting  problems.  The  San  Diego/ 
Imperial  PSRO  in  San  Diego,  California,  for  example,  has  developed  and  implemented  a  Data  Reliability  Program  which 
works  to  prevent  errors  in  the  data  it  is  collecting.  The  switch  to  focused  rather  than  full-scale  review  has  increased  the 
importance  of  the  data  system.  PSROs  adopted  focused  review  in  order  to  stay  within  the  PSRO  budget  and  to  identify 
only  those  areas  requiring  intensive  PSRO  Review.  The  data  system  is  called  on  to  identify  problem  areas  within  each 
facility  which  warrant  focused  attention  as  well  as  to  provide  routine  monitoring  of  those  areas  which  the  PSRO  will 
not  be  reviewing. 

The  Medical  Care  Evaluation  (MCE)  Study  has  also  emerged  with  progressive  data  systems  and  focused  review 
programs  as  an  important  tool  for  PSROs.  A  set  of  criteria  representing  proper  management  of  the  medical  topic  is 
developed  by  area  physicians  and  applied  to  a  statistically  significant  sample  of  patients  categorized  under  that  topic. 
The  MCE  Study  supplies  a  PSRO  with  utilization  and  quality  of  care  performance  data  on  a  retrospective  basis.  PSROs 
have  been  able  to  use  these  data  to  identify  problem  areas  needing  correction  and  to  validate  and/or  measure  the  per- 
formance of  its  focused  review  program.  Recently,  PSROs  have  required  hospitals  to  limit  the  topics  of  their  MCE 
Studies  to  those  problem  areas  within  the  hospital  that  are  identified  through  a  joint  PSRO/hospital  effort.  In  this  fash- 
ion, PSROs  receive  hospital  specific  performance  data  which  address  the  known  or  perceived  probiem  issues  within  that 
hospital.  It  is  evident  in  the  numerous  examples  discussed  in  this  paper  that  PSROs  have  made  good  use  of  those  data 
and,  as  a  consequence,  now  demonstrate  both  improved  quality  and  utilization. 

The  PSRO  Program  has  also  experienced  limited  expansion  into  the  review  of  Long-Term  Care.  Approximately 
fifty  PSROs  now  perform  Long-Term  Care  Review  in  reaction  to  a  need  demonstrated  by  its  other  review  mechanisms. 
These  mechanisms  documented  that  several  problems  being  experienced  on  the  acute-care  level  have  their  source  in  the 
long-term  care  setting.  Discharge  delays  caused  by  patients  awaiting  placement  or  excessive  re-admissions  to  that  acute 
setting  due  to  poor  quality  or  inadequate  placement  into  the  alternate  level-of-care  settings  are  examples  of  these  prob- 
lems. PSROs  have  documented  both  improper  utilization  and  quality  of  care  problems  in  the  alternate  care  setting. 
Already,  many  PSROs  have  had  impact  through  their  review  mechanisms  as  they  correct  problems  such  as  those  dis- 
cussed above.  Eight  PSROs  submitted  specific  examples  of  measurable  positive  impact  in  the  long-term  care  setting. 
Long-term  care  review  is  not  being  fully  implemented  because  of  funding  limitations  or  State  Medicaid  Agency  reluc- 
tance to  accept  the  PSRO  Review  system.  However,  it  has  demonstrated  its  importance  to  the  overall  PSRO  effort  and 
would  produce  significant  impact  should  it  continue  to  expand  into  other  PSRO  areas. 

Work  in  Progress 

A  PSRO's  efforts  are  on-going.  Therefore,  it  Is  not  surprising  that  many  PSROs  were  between  the  identification 
of  problems  and  the  production  of  impact  when  the  AAPSRO  Impact  Survey  was  completed.  As  a  result,  AAPSRO  has 
numerous  examples  from  PSROs  of  impact  which  will  occur  after  publication  of  this  document.  AAPSRO,  however, 
felt  that  it  would  be  of  interest  to  the  reader  if  this  "future"  were  presented  in  a  general  fashion.  Each  of  these  cases 
is  covered  individually  in  Volume  II. 

Quality  of  care  issues  will  again  be  an  important  concern  of  PSROs  in  1980  to  1981.  Indeed,  thirty-eight  PSROs 
identified  eighty-seven  quality  problems  and  have  implemented  various  corrective  action  strategies.  Specifically,  twenty- 
six  PSROs  have  also  implemented  programs  to  handle  thirty-one  documented  problems  with  "Indications  for  Surgery." 
"Validation  of  Patient  Diagnosis"  was  the  concern  of  thirteen  PSROs  as  seventeen  cases  of  improper  diagnosing  were 
documented.  Nineteen  more  PSROs  presented  data  on  issues  including  proper  consults,  proper  review  methods  or  the 
correct  provision  of  specific  antibiotics.  AAPSRO  looks  forward  to  publishing  the  results  of  these  new  initiatives  in  the 
1981  Impact  Report. 
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The  future  regarding  the  PSRO  impact  on  hospital  utilization  issues  projects  significant  results  as  twenty-seven 
PSROs  documented  their  efforts  regarding  forty-one  current  problems.  These  problems  have  beer,  categorized  into  the 
seven  main  categories  of  hospital  utilization  data.  These  are  listed  below  along  with  the  number  of  PSROs  projecting 
impact  on  the  problems  within  that  category 

1.  Overall  Length  of  Stay  -  six  PSROs  reported  efforts  associated  with  reducing  the  Average  LOS  in  one  or 
more  of  their  hospitals. 

2.  Average  LOS  by  Diagnosis  -  five  PSROs. 

3.  Pre-Operative  LOS  —  four  PSROs  reported  with  each  addressing  the  general  problem  of  long  pre-operative 
stays. 

4.  Admissions  —  three  PSROs  reported  on-going  intervention  in  the  area  of  improper  admissions. 

5.  Days  of  Care  per  1,000  Medicare  and/or  Medicaid  Eligibles  —  eight  PSROs  projected  substantial  impact  as 
a  result  of  on-going  efforts  to  reduce  the  days  of  care. 

6.  Discharge  Rates/1,000  Medicare  and/or  Medicaid  Eligibles  —  five  PSROs  reported  on  the  status  of  their 
activities  in  this  area. 

7.  General  Areas  of  Benefit  —  numerous  PSROs  identified  general  problem  areas  such  as  in  consultations, 
short  and  long  stays  and  the  improvement  of  Discharge  Planning.  Many  others  are  presented  in  Volume  II. 

These  examples  clearly  demonstrate  to  AAPSRO  evaluators  that  the  Program  is  "in  the  trenches"  identifying 
problems  and  preparing  for  the  future. 

Barriers 

A  point  made  repeatedly  throughout  this  paper  is  that  the  PSROs  have  performed  their  function  effectively. 
This  performance  resulted  at  least  partially  from  the  Program's  struggle  to  overcome  significant  hurdles  in  the  way  of 
its  development.  Priority  5  is  a  measure  "of  this  ability.  However,  progressive  and  innovative  thinking  need  not  be  the 
product  of  necessity.  I  n  light  of  this,  the  reader  can  imagine  the  extent  of  the  positive  and  concrete  impact  which  PSROs 
could  achieve  if  these  barriers  were  removed. 

To  provide  the  reader  with  an  understanding  of  the  types  of  barriers  which  are  preventing  the  PSRO  from  being 
even  more  effective,  the  AAPSRO  had  identified  the  following: 

1.  Inadequate  funding  —  PSROs  are  operating  at  less  than  optimal  level  because  of  budget  reductions.  Lack 
of  federal  coordination,  cooperation  and  direction  results  in  poor  leadership.  A  significant  problem  resulting 
from  the  above  is  that  it  creates  constant  disruption  to  the  PSRO  staff  and  relevant  program. 

2.  Sanctions  —  The  Department  of  Health  and  Human  Services  is  not  fully  supportive  of  PSRO  sanction  work. 
They  are  slow  in  producing  final  decisions  on  sanctions,  therefore,  diminishing  a  PSRO's  ability  to  impact 
in  its  local  area. 

3.  Data  Sources  —  The  lack  of  an  adequate  data  base  generally  due  to  inadequate  funding  (see  1  above)  results 
in  numerous  delays  in  establishing  an  operational  system.  A  related  problem  in  this  area  is  the  inability  of 
PSROs  to  purchase  or  rent  their  own  computer  hardware,  resulting  in  financial  restrictions  in  the  PSRO 
program  for  processing  and  analysis  of  data. 
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4  Legal 

—  Court  decisions  that  interfere  with  confidentiality  requirements  of  the  PSRO  program. 

—  Decisions  (such  as  in  the  State  of  New  York  vs  Yaretsky)  which  forbids  the  transfer  of  patients  to 
lower  levels  of  care  without  their  consent. 

5.  Other  Barriers  to  Impact  Demonstration  Include: 

—  PSROs'  general  inability  to  influence  HSA  decisions,  especially  in  the  area  of  capital  expenditures 
and  construction  costs. 

—  Lack  of  understanding  of  the  purpose  of  the  PSRO  program  by  the  general  public  and  decision 
makers  at  the  national  level. 

—  Absence  of  channels  by  which  PSROs  can  reasonably  affect  third  party  reimbursement  mechanisms. 

—  Lack  of  community  alternatives  to  receive  patients  who  are  to  be  moved  from  the  hospital  which  is 
detrimental  to  achieving  proper  lengths  of  stay. 

—  Lack  of  cooperation  from  certain  State  Medicaid  Agencies  who  are  still  reluctant  to  transfer  review 
authority  to  the  PSRO  Program. 

—  General  lack  of  incentives  and  reimbursement  systems  to  enable  implementation  of  ambulatory  care 
programs. 

Conclusion 

As  can  be  seen  from  the  preceeding  pages,  PSROs  are  having  a  significant  impact  on  health  care  today.  Improper 
use  of  medical  services  is  decreasing  while  the  quality  of  services  delivered  to  patients  is  improving.  New  and  better 
patterns  of  practice  are  being  established  throughout  the  country.  PSROs,  through  systematic,  objective  review  con- 
ducted by  health  professionals  are  fulfilling  the  role  for  which  they  were  created  —  promoting  effective,  efficient  and 
economical  delivery  of  health  care  services  of  proper  quality. 

These  few  pages  relate  only  a  fraction  of  the  results  being  achieved  by  PSROs  across  the  country.  Detailed  des- 
criptions of  additional  impact  are  contained  in  Volume  II  of  this  report.  What  can  be  seen  from  the  information  pre- 
sented here  is  that  PSROs  are  working,  they  are  working  well  and  their  positive  impact  on  the  health  care  system  is 
increasing. 
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PHASEOUT  OF  PSRO's 

Mr.  O'Brien.  The  point  in  raising  the  deficiencies,  Mr.  Secretary, 
is,  do  you  not  believe  it  important  that  they  be  taken  into  consider- 
ation before  determining  that  the  program  be  eliminated?  The 
budget  documents  and  the  program  for  economic  recovery  both 
acknowledge  there  are  some  effective  ones. 

Wouldn't  it  be  more  practical  to  reproduce  these  programs  which 
have  proven  effective  rather  than  dismantling  the  entire  systems, 
the  ones  in  New  York,  and  my  own,  the  Quad  River? 

As  you  know,  private  business  has  now  contracted  with  approxi- 
mately 40  PSROs  to  conduct  review  of  hospital  stays  for  their 
employees  covered  under  group  plans.  Does  it  not  seem  somewhat 
ironic  that  the  Federal  Government  should  be  moving  out  of  a 
program  which  private  business  feels  is  cost-effective? 

It  is  kind  of  a  rambling  question,  but  I  wanted  to  make  my 
general  points  with  you. 

Secretary  Schweiker.  First,  Congressman  O'Brien,  let  me  say  we 
certainly  have  seen  some  evidence  of  some  good  PSROs  and  you 
have  cited  some  there.  We  acknowledge  that. 

The  problem  has  been  that  we  have  had  a  mixed  picture:  some 
PSRO's  are  very  good  and,  frankly,  some  are  pretty  poor.  So  as  I 
mentioned  to  the  Chairman,  I  did  successfully  argue  an  appeal  that 
for  at  least  two  more  years  we  would  fund  the  effective  ones  to  give 
them  time  to  switch  gears  and  get  private  support  because  I  believe 
some  of  them  have  been  doing  very  good  jobs. 

The  other  thing  I  would  like  to  suggest  is  that  we  are  exploring 
ways  to  provide  reimbursement  incentives  for  PSROs  in  the  future 
as  part  of  our  competitive  health  package. 

It  could  well  be  that  we  might  be  able  to  provide  an  incentive  in 
our  reimbursement  procedures  that  would  encourage  the  good 
PSRO's  to  tie  into  the  private  sector  under  a  reimbursement  provi- 
sion that  would  give  them  an  opportunity  to  participate  in  further 
savings  in  the  system. 

We  are  supporting  the  best  ones  in  the  system  and  encouraging 
others  to  come  into  the  system. 

SHIFT  OF  HEALTH  CARE  COSTS 

Mr.  O'Brien.  Touching  on  the  private  sector  again,  one  of  the 
criticisms  that  I  have  heard  suggests  that  PSRO  simply  shifts 
health  care  costs  to  other  non-Federal  patients.  If  we  eliminate 
PSRO  review  of  Federal  patients  while  permitting,  even  encourag- 
ing PSRO  review  of  non-Federal  patients,  doesn't  the  theory  act 
conversely?  That  is,  would  we  not  then  expect  reasonably  that  the 
costs  would  be  shifted  to  the  Federal  patient? 

Secretary  Schweiker.  I  think  we  certainly  have  to  be  very  care- 
ful about  those  shifts.  I  would  acknowledge  that  burden  shifts 
could  occur.  I  think  one  of  the  things  we  are  going  to  be  looking  at 
in  the  role  of  devising  an  alternative  plan  is  to  try  to  either 
minimize  the  shift  or  to  negate  it.  There  is  no  question  that  it  is  a 
danger,  I  think  it  is  a  danger  in  any  system.  Certainly  we  are 
cognizant  of  it  and  sensitive  to  it  and  will  try  to  do  things  that  will 
not  encourage  it  or  have  it  occur. 
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I  would  be  concerned,  as  you  are,  if  that  really  is  what  the 
outcome  would  be. 

Mr.  O'Brien.  Mr  Chairman,  I  have  one  last  question. 

I  know  there  is  great  support  for  the  reform  that  would  encour- 
age competition  in  health  financing.  I  think  if  I  am  not  mistaken 
that  Dr.  Enthoven  estimates  that  ten  years  would  be  required  for 
the  effects  of  the  competitive  system  to  be  assessed.  Is  it  not 
possible  we  are  moving  too  quickly  in  this  area?  Some  others  think 
that  the  elimination  of  programs  like  local  health  planning  and 
PSROs  may  cause  health  costs  to  go  up  more  quickly  and  then 
force  the  Congress  to  come  back  into  regulating  again. 

In  some  respects  it  seems  we  are  being  looked  at,  Congress  that 
is,  to  take  the  first  step  toward  this  competitive-based  financing 
system.  Would  it  not  be  prudent  to  run  a  few  tests  to  see  whether 
the  theory  is  correct;  have  a  demonstration  program,  in  a  handful 
of  the  states,  frost  belt  states,  sun  belt  states,  in  the  industrial 
states,  whatever;  would  that  not  be  a  good  way  to  go? 

Secretary  Schweiker.  We  are  considering  that  possibility,  Con- 
gressman. Since  we  have  not  formulated  a  comprehensive  policy 
yet,  we  are  not  certain  which  direction  we  should  go  yet.  But  we 
wouldn't  rule  out  preliminary  tests  for  just  the  reasons  you  said. 

A  lot  would  be  determined  by  what  kind  of  receptivity  our  pro- 
posals receive  here  on  the  Hill,  and  also  by  the  other  people  affect- 
ed by  it.  We  can  see  if  we  can  get  some  kind  of  common  approach. 
If  we  can't,  we  may  decide  to  try  different  models. 

Mr.  O'Brien.  Thank  you,  Mr.  Secretary. 

Thank  you,  Mr.  Chairman. 

Mr.  Natcher.  Yes,  Mr.  Stokes. 

Mr.  Stokes.  Thank  you,  Mr.  Chairman. 

Mr.  Secretary,  I  join  with  my  colleagues  in  congratulating  you 
upon  your  new  appointment  and  welcome  you  before  the  Subcom- 
mittee. I  have  enjoyed  our  personal  relationship  over  the  years  and 
am  certainly  glad  to  see  you  get  this  appointment. 

My  first  question  to  you  this  morning  really  has  to  do  with  that 
fact.  For  years  while  a  Member  of  the  Senate,  you  fought  for  many 
of  these  programs  that  are  in  this  particular  bill.  You  have  demon- 
strated your  humaneness,  your  compassion,  your  concern  for 
people.  And  now,  you  find  yourself  in  a  new  role,  a  very  challeng- 
ing position  as  Secretary  of  Health  and  Human  Services,  and  your 
presentation  here  this  morning  with  reference  to  the  budget  cuts 
was  certainly  an  effective  presentation. 

It  is  a  little  different  role  from  what  we  are  accustomed  to  seeing 
in  Secretaries  before  this  particular  Subcommittee.  Most  of  the 
Secretaries  come  here  to  sell  the  great  programs  of  health  and 
human  services.  So,  I  would  like  to  hear  from  you  in  this  new  role. 
I  know  you  don't  want  to  be  known  as  the  Secretary  who  disman- 
tled all  these  great  programs  that  you  fought  for  for  so  many 
years. 

INITIATIVES  OF  THE  DEPARTMENT 

Do  you  have  any  major  initiatives,  any  high  priorities  or  goals, 
as  Secretary  of  this  very  important  Department  of  government? 

Secretary  Schweiker.  Well,  first  let  me  say,  Congressman 
Stokes,  that  I  go  back  to  the  figure  I  stated  earlier:  my  budget  is 
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being  cut  3.5  percent  while  the  Federal  budget  as  a  whole  is  being 
cut  7  percent.  I  think  you  don't  quite  see  that  perspective  when 
you  read  the  headlines. 

My  Department  fared  better  than  any  Department  in  Washing- 
ton, with  the  single  exception  of  the  Defense  Department.  And  my 
Department  will  get  54  percent  of  the  increase  of  the  new  spending 
program.  So  my  Department  still  isn't  cut  relatively;  it  is  going  to 
have  a  $20  billion  spending  increase. 

I  am  rather  proud  of  the  fact  that  we  have  done  as  well  as  we 
have,  that  we  only  have  a  3.5  percent  cut,  and  that  the  other 
Departments  had  to  take  more.  So  I  do  not  think  we  got  short- 
changed. 

Now,  given  that,  we  have  had  to  do  the  best  we  can  with  that 
situation.  In  terms  of  the  block  grant  program,  for  example,  none 
of  those  40  programs  is  being  phased  out.  If  you  look  at  every  other 
Department,  you  will  find  this  is  being  phased  out  and  that  is 
being  phased  out;  but  the  40  programs  we  put  in  these  block  grants 
are  ongoing  programs. 

I  have  more  confidence  than  some  people  do  in  that  I  believe 
that  the  same  people  who  we  worked  with  to  bring  these  programs 
to  the  Federal  level  will  also  be  working  in  the  States.  They  come 
from  the  States.  They  come  from  my  State  of  Pennsylvania,  they 
come  from  your  State;  and  I  believe  that  they  will  be  doing  the 
same  thing  in  their  respective  States,  advocates  of  this  program, 
that  they  have  done  here. 

One  of  the  reasons  that  I  advocated  the  four  block  grants  was  to 
provide  a  mechanism  for  people  to  implement  their  desires  and 
press  their  needs  at  the  State  level.  I  believe  that  by  having  a 
preventive  health  care  block  grant,  one  for  basic  health,  one  for 
energy,  and  one  for  social  services,  that  we  are  protecting  those 
concepts. 

I  believe  that  the  programs  that  are  really  good,  the  programs 
that  are  really  beneficial  will  hold  up.  So  I  have  a  little  more 
confidence  than  some  people  do  in  where  these  block  grant  pro- 
grams are  going. 

ENTITLEMENT  PROGRAMS 

Mr.  Stokes.  What  percent  of  your  budget,  Mr.  Secretary,  is  rep- 
resented by  entitlements? 

Secretary  Schweiker.  About  94  percent  of  my  budget  is  repre- 
sented by  entitlements. 

Mr.  Stokes.  And  what  percent  of  your  budget  is  composed  of 
discretionary  programs? 

Secretary  Schweiker.  Six  percent,  the  balance. 

THE  "TRULY  NEEDY" 

Mr.  Stokes.  I  hear  these  terms  being  thrown  around  about — "the 
social  safety  net,"  "the  truly  needy."  Mr.  Stockman  appeared 
before  this  committee  a  week  or  two  ago.  I  asked  him  if  he  could 
define  for  us  the  term:  "truly  needy".  He  admitted  that  there  is  no 
statutory  definition  of  the  term.  Essentially  he  had  to  admit  that  it 
amounts  to  OMB  making  some  value  judgment  in  terms  of  who  is 
truly  needy  and  who  truly  is  not. 
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My  concern  is  with  reference  to  programs  that  you  administer, 
that  most  of  the  people  that  these  programs  serve  are  truly  needy 
people,  otherwise  it  seems  to  me  we  wouldn't  be  administering  to 
them  as  a  government. 

So  I  wonder  what  type  of  definition  do  you  assign  to  this  term 
"truly  needy"? 

Secretary  Schweiker.  First  let  me  just  make  one  comment.  One- 
third  of  the  families  in  this  country  get  some  in-kind  benefit  from 
the  Federal  Government,  whether  it  is  food  stamps,  whether  it  is 
school  lunches  or  Medicaid,  one  out  of  three.  Now  that  has  grown 
horrendously  in  the  last  two  decades.  That  is  the  root  of  the  prob- 
lem. 

We  have  to  change  that  rate  of  growth.  We  have  to  stop  that 
curve  from  going  off  the  map  before  we  either  go  bankrupt  or  have 
20  percent  annual  inflation.  So  one-third  I  think  is  too  big,  I  will  be 
quite  honest,  that  is  too  much. 

I  think  we  have  other  entitlement  programs  accelerated  to  a 
growth  rate  that  we  can't  afford  and  can't  handle.  The  question  is, 
how  do  you  cut  back  and  how  do  you  do  it  fairly? 

To  answer  your  question  about  where  we  draw  the  line,  my 
definition,  and  everybody  has  their  own  definition,  is  that  those 
most  in  need  are  people  who  through  no  fault  of  their  own  have  to 
depend  on  the  Federal  Government  to  supply  their  basic  needs. 
And  that  to  me  is  food,  clothing  and  shelter.  That  would  be  my 
definition. 

BLOCK  GRANT  PROPOSAL 

Mr.  Stokes.  I  note  that  you  proposed  that  over  40  separate 
health  and  social  service  delivery  programs  be  included  into  four 
block  grants  for  health  services,  preventive  health,  social  services, 
and  energy  assistance. 

I  am  wondering  why  were  some  programs  but  not  others  target- 
ed for  consolidation  to  one  of  the  four  block  grants? 

For  example,  why  would  child  welfare  programs  be  included 
within  the  social  services  block  grant  but  not  the  Head  Start 
program? 

I  am  not  advocating  Head  Start  should  be  put  in  there  but  I 
would  like  to  get  to  the  rationale  for  your  program  selection  for  the 
block  grants. 

Secretary  Schweiker.  One  of  the  criteria  we  used  was  the  matter 
of  national  focus  and  national  direction,  because  the  Head  Start 
program  had  been  very,  very  successful  and  most  effective.  In  this 
case  we  thought  the  stimulus  of  the  Federal  Government  was  a 
strong  factor  in  insuring  its  success.  Therefore,  we  opted  to  keep 
Head  Start  out  of  the  block  grant  programs. 

When  it  comes  to  welfare,  per  se,  we  feel  that  there  are  probably 
four  or  five  things  that  overlap,  between  day  care,  child  welfare 
service,  foster  care,  and  the  community  services  programs.  We 
believe  that  the  State,  being  the  local  deliverer  of  the  services,  is 
the  best  one  to  judge  need  and  also  to  eliminate  the  duplication 
and  overlap  which  we  feel  does  occur. 

So  that  was  a  distinction  that  we  tried  to  make.  It  isn't  easy  to 
make,  because  programs  are  very  complex  and  they  interrelate,  but 
that  was  one  of  the  reasons  on  Head  Start. 
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Mr.  Stokes.  My  last  question,  Mr.  Chairman,  is  that  even  though 
you  say  there  is  just  a  6  percent  cut  in  the  nonentitlements,  when 
you  consider  that  

Secretary  Schweiker.  Maybe  I  didn't  answer  your  question  cor- 
rectly. I  thought  your  question  was  how  many  programs  are  not 
entitlement.  That  was  6  percent.  You  are  asking  it  differently,  I 
gather? 

Mr.  Stokes.  Yes.  Since  the  entitlement  programs  are  not  being 
cut,  I  am  trying  to  get  at  the  fact  that  most  of  the  cuts  are  coming 
from  the  discretionary  portion  of  the  budget.  It  is  that  portion 
then,  where  the  deepest  cuts  are  being  felt.  Is  that  not  correct? 

Secretary  Schweiker.  That  is  probably  true.  We  do  have  some 
significant  cuts  in  Social  Security,  like  $2.5  billion  worth  of  cuts  for 
1982  in  Social  Security. 

Medicaid  is  being  cut  about  $1  billion;  AFDC  is  being  cut  about  a 
billion  dollars.  These  are  entitlement  programs  too.  So  it  is  a  mix. 

Mr.  Stokes.  I  guess  the  bottom  line  question  is,  in  the  discretion- 
ary programs,  what  percentage  are  the  budget  reductions? 

Secretary  Schweiker.  We  will  probably  have  to  get  that.  You 
mean  in  the  nonentitlement  programs? 

Mr.  Stokes.  Right,  in  the  discretionary  spending  programs. 

Secretary  Schweiker.  We  will  get  that  for  you. 

[The  information  follows:] 

Nonentitlement  Reductions 

If  all  discretionary  reductions  are  netted  against  all  discretionary  increases  and 
all  entitlement  reductions  are  netted  against  all  entitlement  increases,  one  fourth  of 
the  total  dollar  amount  of  the  Department's  3.5  percent  decrease  is  in  the  discre- 
tionary program  area  while  three-fourths  of  the  reductions  occur  in  entitlement 
programs. 

Mr.  Natcher.  Mr.  Pursell? 

preventive  health  initiatives 
Mr.  Pursell.  Thank  you. 

I  want  to  congratulate  the  new  Secretary  on  his  leadership  and 
his  careful,  timely  selection  of  staff.  It  takes  much  effort  to  find 
good  people. 

I  wish  to  discuss  block  grants  with  you,  especially  mindful  of 
your  emphasis  on  preventive  health. 

I  would  like  to  know  your  personal  goals,  whether  by  legislation 
or  informal  proposals,  that  increase  the  role  of  Health  and  Human 
Services  in  preventive  health  initiatives. 

In  the  long  term  preventive  health  methods  are  the  best  invest- 
ment that  our  country  can  make  in  reducing  health  costs  in  many 
fields.  I  would  be  happy  to  assist  you  in  those  programs. 

But  outline  for  the  committee  the  thrust  of  your  statements 
before  various  national  conferences  regarding  preventive  health 
since  you  have  been  appointed  to  your  present  position. 

Secretary  Schweiker.  Sure.  First  of  all,  I  think  it  is  important  to 
say  that  I  did  get  a  separate  category  for  preventive  health  serv- 
ices; some  money  must  be  spent  on  that.  It  can't  be  merged  with 
some  other  basic  services.  I  think  that  is  a  very  significant  point 
because  we  have  never  had  that  approach  before.  It  is  going  to 


84 


make  the  States  aware  they  have  to  spend  a  certain  percent  of 
their  money  in  that  area. 

Number  two,  the  Centers  for  Disease  Control  will  still  continue 
its  lead  role  in  this  area.  For  example,  it  has  a  National  disease 
surveillance  program  which  studies  patterns  of  disease  transmis- 
sion that  obviously  can  cross  State  lines.  This  will  be  included. 

As  you  may  have  heard  me  mention,  the  immunization  program 
has  been  moved  out  of  the  block  grant  programs.  I  was  successful 
in  getting  that  moved  out  because  I  think  that  is  a  national  focus 
program  and  because  it  also  deals  with  problems  which  obviously 
don't  know  State  lines. 

CDC  will  also  continue  in-house  capacity  for  the  study  of  venere- 
al diseases  and  for  establishing  clinical  standards  for  testing  and 
laboratory  diagnosis  of  venereal  diseases. 

In  addition,  CDC  studies  chronic  diseases  including  diabetes. 
These  studies  will  continue. 

I  think  two  answers  to  your  question,  Congressman,  relate  to 
reimbursement  procedures  and  NIH.  I  fought  to  get  the  NIH  pro- 
gram off  the  chopping  block.  I  did  that  rather  successfully. 

I  am  going  to  make  prevention  research  one  of  the  highest 
priorities  at  NIH.  I  think  too  long  our  focus  has  been  disease- 
oriented.  We  are  going  to  shift  gears  and  make  preventive  research 
one  of  the  top  goals  of  the  Institutes  across  the  board.  That  is  going 
to  be  a  key  factor. 

Second,  we  are  again  going  to  go  back  to  the  reimbursement 
mechanism  in  our  competitive  health-care  plan  and  reward  people 
for  participating  in  prevention  programs. 

For  example,  in  the  HMO's,  which  I  believe  in,  we  are  going  to 
make  sure  that  in  Medicaid,  for  example,  there  will  be  no  barriers 
to  people  participating  in  HMO  and  State  Medicaid  programs  as 
there  have  been  up  until  now. 

In  addition,  we  are  going  to  make  sure  that  the  reimbursement 
mechanism  includes  the  kind  of  preventive  health  plans  that 
people  can  participate  in  to  keep  them  well,  instead  of  keeping 
them  sick. 

So  through  reimbursement,  research,  and  through  CDC  we  would 
hope  to  put  a  very  high  priority  on  prevention. 

Mr.  Pursell.  Are  you  focusing  on  a  central  restructuring  or  a 
specific  person  that  would  serve  as  a  director  of  preventive  health 
within  your  Department  who  would  look  at  NIH  and  other  forth- 
coming proposals? 

Secretary  Schweiker.  We  do  have  a  preventive  medicine  depart- 
ment proposal  in  the  Training  and  Health  Prevention  Act.  The 
recommendation,  for  example,  that  we  made  to  the  Congress  on 
health  manpower  will  include  a  preventive  medicine  training  pro- 
gram. In  addition,  we  presently  have  a  health  promotion  officer  in 
my  Department.  We  will  try  to  coordinate  more  of  what  we  are 
doing  in  preventive  health  and  present  one  point  of  view  in  the 
Department. 

We  have  a  person  who  can  act  as  a  focal  point,  but  it  is  a  matter 
of  bringing  information  and  program  together  in  a  centralized  way 
that  hasn't  been  done  before. 
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Mr.  Pursell.  I  hope  that  you  encourage  that  action,  to  upgrade 
such  an  individual  to  an  Under  Secretary  role  so  to  give  it  a 
National  focus  is  absolutely  on  target. 

INSPECTOR  GENERAL 

You  mentioned  the  Inspector  General.  Have  you  selected  an 
Inspector  General  yet? 

Secretary  Schweiker.  I  have  made  a  recommendation  on  an 
Inspector  General.  He  hasn't  cleared  the  pipeline  yet. 

Mr.  Pursell.  I  see.  You  are  not  in  a  position  to  announce  that  at 
this  time? 

Secretary  Schweiker.  Not  without  putting  him  in  jeopardy. 

BLOCK  GRANT  PROPOSAL 

Mr.  Pursell.  I  appreciate  that. 

Lastly,  in  the  area  of  research,  basic  research  oriented  towards 
the  universities  in  the  block  grant  concept,  they  are  quite  con- 
cerned that  some  of  their  subsequent  changes,  I  think  it  might  be 
appropriate  to  do  it  through  block  grant;  if  you  add  up  all  the 
administrative  costs  to  the  various  States  in  those  programs,  would 
the  aggregate  total  dollars  of  the  block  grant  concept  be  more 
costly  than  it  costs  nationally  to  administer  these  block  grants? 

Secretary  Schweiker.  I  can  only  tell  you  what  some  of  the  State 
health  officials  are  telling  me. 

For  example,  the  Governor  of  Missouri  said  they  expect  to  save 
every  bit  of  the  cut  that  they  are  getting  in  the  block  grant 
program  just  by  not  having  to  file  the  reporting  forms,  by  not 
having  to  meet  the  plan  deadlines,  by  not  having  the  Federal 
oversight. 

So  Kit  Bond,  the  Governor,  specifically  said,  and  was  quoted 
directly  as  saying,  that  they  thought  they  would  save  some  25 
percent  in  administrative  costs.  I  do  not  know,  frankly,  if  they  will 
save  that  much  or  not.  I  think  there  is  significant  saving  involved. 
But  whether  it  will  equal  the  25  percent  cut  I  think  depends  on  the 
State,  how  they  administer  it,  how  effective  they  are  in  their 
approach. 

Mr.  Pursell.  Thank  you,  Mr.  Chairman. 
I  want  to  wish  you  all  the  luck  in  the  world. 
Mr.  Natcher.  Mr.  Smith? 

Mr.  Smith.  I  just  want  to  thank  you  for  your  appearance  here 
today.  I  do  not  have  any  questions  in  particular. 

But  I  know  you  know  this  area  as  well  as  anybody  we  have  had 
in  this  position  for  many  years,  having  served  on  the  Senate  Ap- 
propriations Subcommittee  for  many  years,  and  I  wish  you  well. 

Secretary  Schweiker.  Thank  you,  Congressman  Smith. 

Mr.  Natcher.  Mr.  Early? 

Mr.  Early.  Thank  you,  Mr.  Chairman. 

I  want  to  welcome  the  Secretary  and  congratulate  him  on  his 
appointment.  I  have  several  questions;  but  so  as  not  to  be  repeti- 
tious, I  will  check  with  my  staff  and  find  out  what  was  asked  and 
do  it  this  afternoon,  if  that  is  all  right. 
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REORGANIZATION  PLANS 

Mr.  Natcher.  Now  Mr.  Secretary,  if  you  will  please  tell  us  what 
plans,  if  any,  you  have  for  reorganizing  the  present  structure  of  the 
Department? 

One  of  our  members  pointed  out  and  as  you  well  know,  Mr. 
Secretary,  from  time  to  time  complaints  have  been  made  about 
HEW,  the  old  Department,  and  I  imagine  there  will  be  some  about 
Health  and  Human  Services  as  far  as  the  present  structure  is 
concerned. 

One  of  our  former  Secretaries  used  to  come  in  and  say  $6  or  $7 
billion  in  money  has  been  squandered;  abuse  and  fraud.  We  used  to 
say  to  him,  Mr.  Secretary  where  is  it,  we  will  help  you  with  it, 
where? 

Now  as  far  as  your  Department,  what  plans  do  you  have  as  far  as 
reorganizing  the  present  structure  of  this  Department? 

Secretary  Schweiker.  Well,  we  are  certainly  exploring  that  pos- 
sibility. 

One  of  our  problems  is,  as  the  Department  was  put  together,  it 
has  grown  like  Topsy.  The  structure  at  the  top  really  isn't  commen- 
surate with  our  responsibilities.  So  we  have  under  consideration  a 
proposal  that  we  haven't  really  finalized  yet  that  we  will  be  sub- 
mitting later.  Basically,  what  it  would  do  would  be  to  have  an 
Under  Secretary  for  Health  and  to  have  an  Under  Secretary  for 
Human  Services,  so  that  we  give  clear  responsibility  at  the  top  for 
human  services  on  the  one  hand  and  for  health  on  the  other  hand. 

I  think  that  by  bringing  both  the  health  and  the  human  services 
elements  to  the  very  top  of  the  Department,  each  is  getting  its  fair 
share  and  I  think  it  will  give  me  a  better  opportunity  to  manage. 
Right  now  we  have  a  very  divided  front  line  approach  and  health 
can  be  there,  and  human  services  somewhere  else. 

So  we  are  tryng  to  consolidate  the  authority  at  the  top  to  reflect 
that  it  is  basically  a  Health  and  Human  Services  Department.  That 
is  the  essence  of  it. 

REGULATIONS 

Mr.  Natcher.  As  you  well  know,  throughout  the  United  States 
we  hear  complaints,  and  it  has  been  going  on  for  a  number  of  years 
now,  about  regulations.  The  people  are  just  absolutely  fed  up  with 
all  of  the  many  regulations,  especially  some  of  the  interpretations 
as  far  as  the  regulations  are  concerned. 

Do  you  have  any  plans,  Mr.  Secretary,  from  the  standpoint  of 
modifying  or  eliminating  some  of  the  many  regulations  that  we 
have  in  your  Department? 

Secretary  Schweiker.  Yes,  Mr.  Chairman.  The  Cabinet  has  set 
up  a  Cabinet  level  task  force  chaired  by  Vice  President  Bush.  As 
part  of  that  effort  we  are  reviewing  all  of  our  regulations. 

In  our  case,  that  is  going  to  be  a  horrendous  undertaking.  So  we 
are  going  to  have  to  limit  it  to  some  of  the  major  ones.  But  I  think 
the  answer  to  your  question  is  that  under  the  new  procedure,  an 
Executive  Order  President  Reagan  signed,  we  will  be  required  and 
will  review  all  of  our  major  regulations  on  a  periodic  basis.  Just 
how  soon  we  can  accomplish  that,  I  do  not  know. 
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But  all  of  them  will  come  under  scrutiny  with  the  idea  of  simpli- 
fication, eliminating  some  of  the  paperwork,  cost-effectivenss — and 
the  kind  of  thing  that  I  think  the  government  is  getting  more  and 
more  sensitive  to.  So  the  answer  is  yes. 

INSPECTOR  GENERAL 

Mr.  Natcher.  When  do  you  expect  to  be  able  to  appoint  an 
Inspector  General  for  your  Department? 

Secretary  Schweiker.  Well,  I  have  recommended  one  who  is 
presently  before  the  White  House  and  there  is  a  possibility  that 
some  of  them  will  be  announced  within  the  week.  I  do  not  know 
the  exact  schedule,  but  that  is  a  White  House  announcement.  So 
there  is  a  possibility  that  there  may  be  some  announced  this  week, 
but  I  do  not  want  to  preempt  the  White  House  in  their  timing. 

DEPARTMENTAL  EMPLOYEES 

Mr.  Natcher.  How  many  employees  do  we  have  in  the  Depart- 
ment at  the  present  time? 

Secretary  Schweiker.  About  135,300  full-time  permanent  em- 
ployees. 

Mr.  Natcher.  Give  us  some  idea  as  to  how  many  you  would 
expect  to  have  on  board  during  the  fiscal  year  1982? 

Secretary  Schweiker.  If  our  programs  are  enacted,  those  which 
we  recommended,  there  is  a  reduction  of  something  like  7,700 
positions. 

In  1981  the  figure  is  145,224  positions.  In  1982  our  figure  is 
136,550.  That  is  a  net  decrease  between  those  two  figures.  I  was 
comparing  the  1980  figure  when  I  said  a  reduction  of  7,700.  Be- 
tween 1981  and  1982  there  is  a  reduction  of  8,674  people.  Now  a  big 
portion  of  those  are  in  the  Public  Health  Service  Hospitals. 

Mr.  Natcher.  Is  the  Department  of  Health  and  Human  Services 
overstaffed? 

Secretary  Schweiker.  I  think  that  there  is  some  pruning  and 
weeding  and  thinning  that  we  can  do.  Certainly  one  of  my  jobs  is 
going  to  be  to  try  to  do  exactly  that.  Obviously,  some  portion  of  the 
reduced  level  is  predicated  on  the  block  grant  programs. 

If  that  block  grant  program  goes  through,  for  example,  we  will 
need  2440  fewer  people  to  administer  block  grants. 

In  addition,  we  believe  that  in  many  areas  there  is  some  over- 
staffing.  Now  I  want  to  counter  a  little  bit  by  saying  that  if  we 
make  some  changes  in  Social  Security,  like  changing  the  minimum 
benefit  and  calculate  the  actual  benefit  in  lieu  of  the  minimum 
benefit,  we  are  going  to  need  some  extra  staff  to  recalculate  these 
benefits. 

So  this  8674  reduction  takes  into  account  that  there  is  a  trade- 
off. Even  with  the  net  drop,  we  will  be  looking  at  some  more  people 
needed  in  Social  Security  to  implement  some  of  those  changes. 

DEPARTMENT  OF  EDUCATION 

Mr.  Natcher.  Should  education  be  placed  back  in  your  Depart- 
ment? 

Further,  if  you  will,  Mr.  Secretary,  tell  us  as  to  whether  or  not 
the  new  Administration  is  planning  to  do  this? 
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Secretary  Schweiker.  Let  me  say  that  the  final  decision  on  what 
will  be  done  with  education  has  not  yet  been  made.  There  is 
certainly  a  commitment  on  the  part  of  this  Administration  to 
disband  the  present  Department  of  Education.  But  a  final  decision 
on  that  has  not  been  made,  nor  has  any  decision  been  made  about 
where  it  would  go  if  it  were  disbanded. 

So  the  answer  is,  I  really  don't  know  at  this  point. 

DEPARTMENTAL  SAVINGS 

Mr.  Natcher.  The  President,  as  you  know,  has  announced  gov- 
ernment-wide cut-backs  in  travel,  purchase  of  furniture,  the  use  of 
consultants.  How  much  savings  would  you  say  would  result  in  your 
department  if  the  reductions  along  these  lines  are  made? 

Secretary  Schweiker.  We  are  trying  to  implement  a  10  to  15 
percent  cut-back  in  my  Department.  I  will  try  to  get  some  figures 
for  you  now. 

In  1981  we  are  striving  to  eliminate  about  $11.4  million  of  travel 
and  about  $5.6  million  of  consultants  and  about  $2.5  million  of 
furniture  purchases.  In  1982  I  do  not  have  the  figures  here  on  that, 
but  we  would  expect  to  do  better  than  that.  That  was,  by  the  way, 
about  a  10  percent  reduction  for  the  year  of  1981  in  travel  and  a  5 
percent  reduction  in  consultant  services. 

I  happen  to  think  particularly  in  consultants  and  probably  travel 
too,  we  can  do  much  better  than  that. 

WORKFARE 

Mr.  Natcher.  All  right. 

Mr.  Secretary,  in  your  general  statement  to  the  committee,  you 
have  indicated  that  you  plan  to  require  States  to  establish  workfare 
programs  for  welfare  recipients.  Just  explain  to  us  briefly  what  you 
have  in  mind  here,  Mr.  Secretary,  regarding  workfare? 

Secretary  Schweiker.  We  believe  this  is  up  to  the  States  to 
decide.  We  are  in  essence  asking  that  they  do  have  some  kind  of  a 
workfare  program. 

Our  concept  was  simply  a  community  workfare  program,  where- 
by people  would  perform  useful  community  tasks.  For  example,  on 
a  part-time  basis  there  might  be  a  crossing  guard  on  some  school 
crossing  street  where  a  locality  didn't  have  enough  funds  or 
enough  traffic  to  justify  a  full-time  paid  person.  This  person  might 
perform  the  crossing  guard's  role.  People  might  help  in  some  of  the 
part-time  voluntary  jobs  in  schools  and  hospitals.  So  the  concept  is 
one  of  community  service  work.  But  this  is  our  concept  and  we 
want  to  make  it  very  clear  that  it  would  be  up  to  the  States  to 
define  their  own  terms. 

In  approving  plans  of  this  nature.  I  would  be  very  flexible  and 
quite  broad-minded  about  what  their  concept  of  workfare  would  be. 
We  are  going  to  have  no  rigid  standard.  It  is  also  our  intent  at 
some  later  time  to  provide  a  block  grant  program  with  the  AFDC 
program. 

When  we  do  that,  this  authority  would  be  transferred  totally  to 
the  States,  so  they  would  decide  if  and  when  they  wanted  a  work- 
fare  program. 
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Mr.  Natcher.  Mr.  Secretary,  on  this  subcommittee  we  are  fortu- 
nate to  have  members  who  sit  on  my  left  and  right  that  are  all 
able  members  of  the  House  and  I  say  that  to  you  frankly.  These 
men  sit  on  this  subcommittee,  are  all  well-acquainted  with  the 
subject  matter  that  is  before  the  committee. 

Mr.  Conte,  as  you  know,  is  the  ranking  minority  member.  He  has 
served  on  this  subcommittee  for  a  number  of  years.  So  we  are 
fortunate.  You  have  served  on  some  subcommittees  in  the  Senate 
and  in  the  House  where  you  would  have  members  on  there  that 
didn't  know  much  about  the  subject  matter.  That  doesn't  apply  to 
this  subcommittee. 

I  am  fortunate  to  sit  in  the  chair  that  I  sit  in  and  serve  with 
these  members  on  both  my  left  and  my  right.  We  have  three  new 
members  on  this  subcommittee,  Mr.  Secretary,  Mr.  Porter  of  Illi- 
nois, Mr.  Livingston  of  New  Orleans,  Louisiana,  and  Mr.  Dwyer  of 
New  Jersey. 

At  this  time  I  yield  to  one  of  our  new  members,  Mr.  Porter  of 
Illinois. 

Mr.  Porter.  Mr.  Chairman,  thank  you  very  much. 

I  might  say  that  Mr.  Livingston,  before  he  left,  indicated  that  he 
had  another  meeting  to  attend  and  would  like  to  reserve  his  ques- 
tions for  this  afternoon. 

Mr.  Chairman,  your  statement  is  a  difficult  one  to  live  up  to  but 
I  will  attempt  to  do  so.  And  now  I  have  some  questions  for  the 
Secretary. 

THE  NATIONAL  INSTITUTES  OF  HEALTH 

Mr.  Secretary,  in  the  National  Institutes  of  Health  there  are 
proposed  reductions  for  cancer  research.  I  wonder  if  you  could 
describe  the  magnitude  of  those  reductions,  how  that  will  affect  the 
program,  and  how  those  proposed  reductions  might  be  made  up 
elsewhere? 

Secretary  Schweiker.  The  National  Institutes  of  Health  fared 
probably  the  best  of  any  of  the  discretionary  programs  that  Con- 
gressman Stokes  was  asking  me  about,  because  I  made  a  strong 
appeal  for  it.  Actually,  the  National  Cancer  Institute  had  a  $1,042 
billion  budget  proposed  by  Carter  and  the  new  budget  proposed  by 
President  Reagan  will  be  $1,026  billion.  So  in  terms  of  the  Carter 
budget  it  is  a  very  small  percentage  reduction. 

In  terms  of  the  Carter  budget  from  the  previous  year,  it  is  an 
increase.  In  other  words,  the  January  1981  budget  was  $966  mil- 
lion, and  we  are  proposing  $1,026  billion,  which  is  an  actual  in- 
crease. There  is  no  reduction  from  the  preceding  year.  It  is  an 
increase. 

So  I  am  not  sure  what  your  point  is. 

INSPECTOR  GENERAL 

Mr.  Porter.  Mr.  Secretary,  will  you  describe  plans  to  strengthen 
the  Inspector  General  in  your  agency  to  cut  back  on  abuse  and 
fraud? 

Secretary  Schweiker.  I  want  to  get  an  Inspector  General  that 
will  get  into  the  managerial  systems  area.  We  have  such  a  big 
Department  and  so  many  recipients  of  awards  that  it  doesn't  make 
too  much  sense  to  go  after  things  singly  or  individually. 
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We  have  about  a  thousand  people  that  are  employed  in  the 
Inspector  General's  Office  and  they  are  divided  between  an  audit 
function  and  an  investigative  function. 

The  budget  of  the  Inspector  General  was  not  reduced.  It  was  one 
of  the  areas  in  my  Department  that  was  not  reduced.  In  addition,  I 
hope  the  kind  of  Inspector  General  I  can  get  will  be  one  who  can 
use  management  systems  and  computer  comparisons,  so  we  can  use 
computer  analysis  which  will  tell  us  where  the  abuse  is  occurring 
and  then  try  to  remedy  it  by  that  system  approach  rather  than  the 
individual  case  approach,  because  that  is  the  only  way  we  can 
really  bore  in. 

That  is  the  general  philosophy  of  the  approach.  It  is  one  of  a 
managerial  investigative  audit  function  as  opposed  to  just  the  old- 
fashioned  "one  on  one"  situation.  While  we  certainly  will  look  if 
somebody  blows  a  whistle,  we  feel  the  emphasis  should  be  on  the 
system  to  prevent  the  opportunity  for  people  to  cheat  or  the  oppor- 
tunity for  people  to  abuse,  rather  than  just  going  after  individual 
cases,  because  we  would  never  get  our  overall  job  done. 

Mr.  Porter.  Has  there  been  an  Inspector  General  appointed  yet? 

Secretary  Schweiker.  I  have  recommended  one;  his  name  is 
before  the  White  House  group  right  now.  There  is  a  good  possibility 
that  a  portion  of  the  Inspector  Generals  will  be  named  this  week  or 
next  week. 

HOME  HEALTH  CARE 

Mr.  Porter.  Many  people  in  the  Congress  feel  that  home  health 
care  as  an  alternative  to  institutionalization  is  a  wave  of  the 
future.  Can  you  describe  what  the  position  of  your  Department  is 
in  regard  to  home  health  care?  What  do  you  intend  to  do  to 
promote  it,  if  anything,  in  the  future? 

Secretary  Schweiker.  I  would,  first  of  all,  strongly  approve  the 
home  care  concept.  If  you  look  at  why  our  Medicare  bills  have  gone 
up,  it  is  because  of  long-term  care  and  the  long-term  care  costs.  In 
some  States  I  figure  that  the  receivers  of  long-term  care  would  be 
about  6  percent  of  total  recipients,  yet  they  would  get  36  percent  of 
the  money,  which  shows  the  horrendous  cost  implications. 

If  we  are  going  to  get  this  budget  under  control,  we  have  to 
disengage  from  the  long-term  care  concept  we  used  in  the  past  and 
bring  in  some  kind  of  home  health  care.  So  we  will  be  looking  at 
two  things:  reimbursement  procedures  that  encourage  home  health 
care,  and  new  functions  and  new  types  of  jobs  that  people  can  do  to 
keep  people  living  at  home  longer  and  maybe  even  some  tax  incen- 
tives to  families  that  do  that  kind  of  thing. 

I  think  we  have  to  be  innovative.  We  will  be  looking  at  financial 
reimbursement  mechanisms  and  home  health  care  professionals 
that  can  give  home  health  care. 

Mr.  Porter.  In  a  broader  vein,  to  reduce  health  care  costs,  what 
are  the  plans  of  the  Department,  and  do  they  include  the  support 
of  H.R.  850,  the  National  Health  Care  Reform  Act? 

Secretary  Schweiker.  Whose  bill  is  that? 

Mr.  Porter.  H.R.  850  is  the  Gephardt-Stockman  Bill. 

Secretary  Schweiker.  If  I  were  to  predict  what  kind  of  competi- 
tive bill  we  would  produce,  and  I  am  just  predicting  here,  I  would 
say  if  you  read  Stockman's  bill  and  Gephardt's  bill  and  Schweiker's 
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bill,  you  probably  would  get  a  good  idea  of  what  we  will  be  looking 
at.  My  guess  is  it  would  be  a  composite  of  those  different  ap- 
proaches. 

ALIENS  ON  WELFARE 

Mr.  Porter.  Mr.  Secretary,  there  are  burdens  placed  on  welfare 
rolls  from  both  legal  and  illegal  aliens.  Many  who  are  legally 
sponsored  aliens  have  the  promises  of  support  given  later  reneged 
on  and  they  become  welfare  recipients.  What  is  the  Department's 
outlook  on  a  program  to  reduce  these  kinds  of  costs? 

Secretary  Schweiker.  I  am  not  sure  of  your  question.  Would  you 
repeat  it  again? 

Mr.  Porter.  What  can  we  do  to  reduce  the  cost  burden  on 
welfare  rolls  of  aliens,  both  legal  and  illegal? 

Secretary  Schweiker.  I  sit  on  a  Cabinet  task  force  that  the 
Attorney  General  chairs,  and  this  is  one  of  the  items  on  the 
agenda,  the  illegal  alien  aspect.  I  sit  on  that  task  force  because  I 
am  sure  the  optimal  solution  to  the  problem  could  lead  to  cost 
reductions. 

The  problem  is,  unless  we  have  stricter  procedures  through  the 
Immigration  Naturalization  Service  and  better  control  mecha- 
nisms, our  Department  is  somewhat  handicapped  because  we  obvi- 
ously don't  have  inspection  forces  available  to  check  every  appli- 
cant, as  to  whether  he  has  legal  credentials  or  not.  But  I  would 
share  your  concern  and  I  would  say  that  we  are  going  to  do  what 
we  can  to  provide  some  semblance  of  order  in  the  system  so  that 
this  will  be  a  factor. 

I  have  discussed  this  issue  with  the  Attorney  General;  but  as  of 
now  I  do  not  have  anything  specific  to  tell  you,  except  that  it  will 
be  an  item  on  the  agenda.  We  will  try  to  take  whatever  we  get 
from  the  Attorney  General  and  put  it  into  our  IG  department. 

I  think  it  would  be  a  high  priority  there.  We  ought  to  be  able  to 
try  to  move  into  that  area.  It  isn't  easy. 

Mr.  Porter.  Thank  you  very  much,  Mr.  Secretary 

Thank  you,  Mr.  Chairman. 

Mr.  Natcher.  Mr.  Obey? 

Mr.  Obey.  Thank  you.  I  do  not  have  ten  minutes'  worth.  I  only 
have  one  question,  if  I  can  find  it. 

BULLETIN  ON  FORMALDEHYDE 

I  wanted  to  ask  you,  Mr.  Secretary,  when  can  we  expect  to  have 
your  shop  release  the  information  bulletin  on  formaldehyde  that 
was  pulled  out  of  circulation  a  few  weeks  ago? 

Secretary  Schweiker.  On  formaldehyde? 

Mr.  Obey.  Yes. 

Secretary  Schweiker.  Where  is  the  bulletin  now?  Do  you  know? 

Mr.  Obey.  NIOSH  had  issued  the  bulletin  which,  as  you  know, 
warned  recipients  of  the  bulletin  that  they  had  two  tests  which 
showed  a  potential  for  formaldehyde  causing  cancer  in  the  work- 
place. It  was  pulled  out  of  the  regular  distribution  process  after  it 
had  been  cleared  and  after  more  than  2,000  copies  had  been  distrib- 
uted. I  wonder  when  we  can  expect  to  see  that  freeze,  so  to  speak, 
reversed? 
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Secretary  Schweiker.  I  really  don't  know,  Congressman  Obey, 
where  it  is.  However,  I  can  find  out  over  lunch  and,  even  though 
you  won't  be  here,  I  will  be  glad  to  give  the  committee  that 
information. 

Mr.  Obey.  Especially  in  light  of  your  statement  to  Dr.  Finklea  in 
1977  about  the  necessity  to  provide  as  much  information  as  possible 
to  workers  and  businesses  who  might  be  inadvertently  putting 
their  workers  at  risk,  it  seems  to  me  that  at  the  earliest  possible 
date  that  bulletin  should  be  allowed  to  be  circulated  again. 

Secretary  Schweiker.  I  will  get  you  an  answer  by  this  afternoon. 
I  will  be  glad  to  provide  it. 

Mr.  Natcher.  The  committee  will  now  recess  until  2  o'clock. 

Afternoon  Session 
federal  role  in  health  policy 

Mr.  Natcher.  The  committee  will  come  to  order. 
Mr.  Early,  I  yield  to  you  at  this  time. 
Mr.  Early.  Thank  you,  Mr.  Chairman. 

Mr.  Secretary,  I  am  delighted  to  see  you.  I  had  to  attend  a 
meeting  with  the  Attorney  General  this  morning.  That  is  why  I 
wasn't  here.  There  is  certainly  no  area  that  I  think  is  more  impor- 
tant. 

Mr.  Secretary,  what  role  do  you  think  the  Federal  Government 
has  in  determining  health  policy? 

Secretary  Schweiker.  Well,  I  think  we  have  a  very  important 
role.  One  of  the  things  that  I  am  proposing  is  a  comprehensive  cost 
containment  plan  relating  to  competition.  Our  Department  will  be 
formulating  and  will  present  to  the  Congress  a  National  Health 
Policy  bill  which  will  have  recommendations  for  holding  down 
costs  by  competition.  So  I  would  say  a  principal  role. 

Mr.  Early.  How  about  our  role  in  assuring  the  delivery  of  high 
priority  services? 

Secretary  Schweiker.  Again,  I  would  think  we  would  have  some 
role  in  this.  Obviously,  I  think  the  States  have  a  partnership  and 
the  urban  areas  as  well.  So  I  think  it  is  a  joint  problem  and 
priority. 

Mr.  Early.  How  about  assuring  access  to  health  care? 

Secretary  Schweiker.  I  would  think  that  access  to  health  care  is 
one  of  our  priorities.  Yes. 

Mr.  Early.  How  do  you  think  the  block  grant  proposal  will  allow 
us  to  do  this  in  those  three  areas? 

Secretary  Schweiker.  I  think  the  fact  that  the  Federal  Govern- 
ment is  reimbursing  payments  on  about  40  percent  of  the  hospital 
bills  gives  us  tremendous  leverage.  So  even  with  the  block  grant, 
we  are  still  going  to  have  a  very  strong  financial  influence  to  use 
to  set  these  priorities  through  the  reimbursement  mechanism. 
Therefore,  I  would  like  to  look  to  the  reimbursement  mechanism  as 
a  mechanism  to  set  the  priorities  we  are  discussing. 

Mr.  Early.  Isn't  it  going  to  be  much  harder  to  identify  and 
determine  these  roles  and  priorities  with  the  block  grant? 

Secretary  Schweiker.  There  is  no  question  we  are  certainly 
giving  up  some  of  our  prerogatives  to  the  States  in  the  area  of 
setting  these  priorities.  But  we  feel  it  is  a  partnership  that  we 
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ought  to  encourage  and  that  they  should  have  a  role  in  setting 
their  priorities,  too. 

REGIONAL  HEALTH  CENTERS 

Mr.  Early.  Let  me  ask  you  something  specifically  on  the  block 
grant,  Mr.  Secretary.  Some  of  the  programs  that  are  going  to  be 
included  in  block  grants,  such  as  genetic  services,  support  regional 
or  multi-state  efforts — hemophilia  and  sickle  cell  centers  come  to 
mind.  How  does  the  block  grant  cover  that  type  of  situation? 

Secretary  Schweiker.  There  is  no  reason  why  the  distribution 
points  utilized  in  the  Federal  system  couldn't  also  be  utilized  by 
the  State  system.  The  centers  have  to  reside  in  one  State  or  an- 
other. 

Mr.  Early.  The  block  grant  goes  to  the  50  States.  Massachusetts 
gets  their  share  under  the  block  grant.  Now,  the  hemophilia  center 
which  is  located  in  Massachusetts  serves  six  surrounding  States. 

Secretary  Schweiker.  What  I  envision  happening  here,  Congress- 
man Early,  is  that  a  lot  of  these  services  are  provided  through 
contract  anyway.  There  would  be  no  reason  that  the  center  that 
serves  several  States  couldn't  get  participating  funds  and  contracts 
from  the  several  State  populations  served.  In  other  words,  there  is 
a  contract  now,  I  would  see  nothing  to  prevent  States  to  agree  on 
some  pro  rata  share  of  financing  based  on  the  population  served. 

AREA  HEALTH  EDUCATION  CENTERS 

Mr.  Early.  I  notice  in  the  budget  about  $5  million  for  projects  in 
areas  of  special  priorities.  Two  examples  cited  are  expanding  clini- 
cal training  experiences  of  health  profession  institutes  in  remote 
underserved  locations  and  providing  continuing  education  for 
health  professions  personnel  located  in  underserved  areas. 

Yet,  at  the  same  time,  Mr.  Secretary,  you  are  suggesting  a  reduc- 
tion of  $5  million  in  AHEC.  Why  is  the  AHEC  program  being 
reduced,  particularly  since  it  addresses  those  two  specific  areas? 

Secretary  Schweiker.  Part  of  the  difference  here  is  a  matter  of 
defining  an  underserved  area.  The  situation  relates  to  the  fact  that 
we  differed  with  the  previous  Administration  about  what  consti- 
tutes an  underserved  area.  According  to  the  present  definition,  an 
overwhelming  number  of  places  in  this  country  are  considered 
underserved.  We  frankly  don't  agree  with  that.  We  think  there 
must  be  a  more  realistic  definition. 

Now,  the  budget  for  the  AHEC  program  is  being  reduced  primar- 
ily because  10  original  projects  will  no  longer  be  receiving  support. 
By  1982  these  projects  will  have  reached  the  last  stage  of  planned 
transition  to  State  and  local  support.  They  were  to  be  phased  into 
local  and  State  support  and  we  are  completing  the  last  phase  of 
those  particular  10  projects.  I  am  not  sure  whether  or  not  they  are 
the  10  you  had  in  mind. 

Mr.  Early.  Yes. 

Mr.  Secretary,  yesterday,  Mr.  Conte,  much  more  eloquently  than 
I,  spoke  to  one  cut  that  was  extremely  minute.  The  Department  is 
proposing  no  funds  for  fiscal  year  1982  for  the  startup  assistance 
program,  and  it  has  also  proposed  a  rescission  of  $1.7  million  in 
1981.  Now,  that  program  phases  out  in  3  years.  There  are  only  four 
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schools  involved.  Really,  Mr.  Conte  touched  on  it  yesterday.  Given 
the  small  amount  of  money  involved  and  the  fact  that  the  program 
is  already  phasing  down,  why  should  we  bring  the  program  to  such 
an  abrupt  halt? 

Secretary  Schweiker.  Let  me  say  we  will  certainly  be  flexible  on 
this. 

Mr.  Early.  That  is  all  I  ask.  I  know  how  difficult  your  job  is,  but 

there  are  a  couple  of  programs  that  I  don't  think  

Secretary  Schweiker.  You  have  some  valid  points  on  this  one. 

IMMUNIZATION  PROGRAM 

Mr.  Early.  All  right.  In  the  block  grant  proposals,  will  there  be 
any  type  of  maintenance  of  effort  requirements?  If  so,  what  kind? 

Secretary  Schweiker.  I  will  give  the  example  of  the  immuniza- 
tion program.  We  had  initially  proposed  a  maintenance  of  effort 
proposal  in  the  immunization  plan  for  perhaps  some  of  the  reasons 
you  are  raising  the  issue.  In  discussing  it  with  OMB  and  the  Office 
of  Policy  Development,  they  didn't  feel  that  a  maintenance  of  effort 
program  was  consistent  with  a  block  grant  concept. 

Mr.  Early.  I  don't  know  how  you  are  going  to  be  able  to  identify 
it  with  the  block  grant. 

Secretary  Schweiker.  In  the  case  of  the  immunization  program, 
what  happened  was  that  OMB  finally  agreed.  We  argued  that 
immunization  is  something  that  crosses  State  lines  and  also  that  if 
one  State  is  less  vigilant,  then  the  other  State  obviously  pays  for  it. 
OMB  agreed  to  remove  it  from  the  block  grant  program  and  leave 
it  as  a  categorical  program,  with  the  condition  that  there  wouldn't 
be  a  maintenance  of  effort  provision. 

BLOCK  GRANTS 

Mr.  Early.  I  was  told  that  this  morning  the  issue  was  brought 
up  of  what  kind  of  accountability  would  be  required  regarding  the 
use  of  Federal  funds.  I  gather  you  indicted  that  there  would  be 
some  sort  of  State  expenditure  plan.  My  question  is  how  we  are 
going  to  audit  it  in  the  block  grant. 

Secretary  Schweiker.  There  won't  be  the  level  of  accountability 
that  there  was  under  the  categorical  program.  I  don't  want  to 
mislead  you.  We  would,  first,  ask  for  a  proposal  from  the  States 
about  the  intended  purpose  of  the  funds  that  they  were  getting. 
Second,  when  States  actually  got  the  funds  and  started  expendi- 
tures, they  would  have  to  make  their  spending  plan  available  to 
the  public  and  to  the  Department  so  that  the  Department  could 
comment  on  it  and  would  be  aware  of  it. 

In  addition,  States  would  have  to  report  the  expenditures  that 
were  actually  made. 

Third,  they  would  have  to  be  audited  by  an  outside  auditor  with 
that  report  subject  to  the  review  of  GAO  and  our  Department. 

These  are  some  safeguards,  but  I  don't  want  to  mislead  you.  They 
are  certainly  not  as  overwhelming  or  all-encompassing  or  as  specif- 
ic as  those  of  the  categorical  programs. 

Mr.  Early.  So  for  the  program  evaluations  and  studies,  the  same 
principles  would  apply? 
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Secretary  Schweiker.  The  studies  certainly  wouldn't  be  any- 
where as  detailed,  specific,  or  comprehensive  as  we  have  now  by 
any  means. 

ACCOUNTABILITY  FOR  GRANTS 

Mr.  Early.  Mr.  Secretary,  we  have  heard  so  much  in  the  past 
few  years  about  the  $7  billion  waste,  abuse  and  fraud.  Again,  in  the 
block  grant,  how  are  we  going  to  be  able  to  evaluate  in  the  appro- 
priate manner  whether  there  is  waste,  fraud  and  abuse  in  expendi- 
tures by  the  States? 

I  have  been  told  that  half  of  that  waste,  abuse  and  fraud  in  our 
Federal  programs  has  been  identified  in  the  50  States. 

Secretary  Schweiker.  Congressman,  1  don't  have  a  breakdown  of 
that.  You  may  or  may  not  be  right  on  that  figure.  We  would  have 
the  right  with  our  IG  operation  to  investigate  waste,  fraud  and 
abuse.  Because  it  is  Federal  money,  we  would  still  have  that  pre- 
rogative and  responsibility.  I  would  expect  we  would  utilize  it.  We 
also  have  another  function,  an  evaluation  function,  that  we  would 
have  the  right  to  use.  We  would  continue  that  function. 

I  think  your  assumption,  though,  is  correct,  that  we  won't  have 
as  much  control  over  these  problems  in  the  block  grant  programs 
as  we  would  in  the  categorical  programs.  That  is  part  of  the  philos- 
ophy of  the  block  grant  programs.  You  are  right. 

Mr.  Early.  It  is  going  to  be  tough  to  determine  whether  or  not 
the  expenditure  of  Federal  funds  is  having  an  impact  in  solving  the 
particular  problem,  isn't  it? 

Secretary  Schweiker.  Well,  much  of  the  identification  of  waste 
and  abuse  that  we  did  have  before  related  to  the  entitlement 
programs.  In  other  words,  that  is  where  a  lot  of  it  occurred,  and  a 
number  of  these  programs  would  still  be  handled  by  the  Federal 
government.  Medicare  is  an  example.  Maybe  you  heard  me  men- 
tion earlier  in  the  morning  that  in  the  disability  program  we  had  a 
20  percent  error  rate  in  disability  payments.  We  were  wrong  20 
percent  of  the  time.  If  you  took  that  figure  and  project  it  national- 
ly— I  don't  know  that  it  is  fair  to  do  that — we  could  have  lost  as 
much  as  $2.5  billion.  So  there  is  quite  a  bit  of  waste  in  the  entitle- 
ment programs,  too.  I  am  not  exonerating  anybody. 

Mr.  Early.  I  know. 

My  final  question,  Mr.  Secretary — and  I  have  an  awful  lot  of 
other  questions  which  I  will  come  back  to.  Many  of  the  programs  to 
be  included  in  the  block  grants  are  entitlement  programs  in  that,  if 
you  qualify  for  benefits  under  the  law,  those  benefits  must  be 
granted.  Administrators  must  comply  with  a  variety  of  court  estab- 
lished rights  that  protect  people  from  unfair  and  arbitrary  actions. 

What  impact  or  what  effect  would  the  block  grant  proposals  have 
on  established  rights  of  appeal,  rights  protecting  recipients  from 
official  abuse  and  arbitrary  decisions  and  rights  to  equitable  treat- 
ment? 

Secretary  Schweiker.  Most  of  those  block  grant  programs  are 
not  entitlement  programs.  Maybe  I  am  missing  your  question. 

Mr.  Early.  I  know  they  are  not  entitlements  in  this  area.  But  I 
mean  as  far  as  the  block  grant  proposal  is  concerned,  if  you  have 
some  benefits  to  which  an  individual  may  be  entitled  that  are  in 
there,  with  the  shift,  and  with  the  proposed  medicaid  cap — as  far 
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as  the  rights  of  people  under  those  programs — how  are  their  rights 
going  to  be  protected? 

Secretary  Schweiker.  Well,  here  we  are  going  to  rely  a  lot  on 
the  States.  I  guess  it  gets  back  to  a  determination  of  whether  the 
States  are  going  to  protect  them  or  not.  I  met  with  the  National 
Governors  Association.  They  presented  eight  areas  where  they  felt 
they  could  save  money  in  medicaid  expenditures  if  we  give  them 
the  prerogative  of  doing  it.  We  are  giving  them  every  opportunity 
they  asked  for.  However,  they  disagreed  with  us  on  the  cap. 

We  are  going  to  give  the  States  the  flexibility  to  contract,  to 
manage,  to  oversee,  to  put  out  to  competitive  bid,  to  pay  prospec- 
tively instead  of  retrospectively.  The  States  feel  they  could  handle 
and  would  anticipate  doing  very  well  with  these  responsibilities.  I 
think  that  is  obviously  a  point  that  could  be  debated. 

Mr.  Early.  What  I  am  trying  to  get  at,  Mr.  Secretary,  is  the 
impact  of  changes  in  the  Federal  law  on  which  the  courts  have 
based  the  establishment  of  certain  rights — what  rights  are  based 
on.  How  is  that  going  to  change? 

Secretary  Schweiker.  Are  you  talking  about  civil  rights  here? 

Mr.  Early.  Just  general  rights  that  they  say  people  are  entitled 
to  under  our  present  Federal  law  and  now  they  will  be  back  in  the 
state  courts. 

Secretary  Schweiker.  I  see.  Our  responsibility  would  certainly  be 
diminished.  I  don't  want  to  mislead  you. 

Mr.  Early.  No,  I  think  you  are  being  candid. 

Secretary  Schweiker.  We  are  giving  a  larger  share  to  the  States 
and  to  that  extent,  our  role  is  diminished  somewhat. 

Mr.  Early.  I  am  being  repetitious,  but  how  do  we  determine 
whether  the  expenditure  of  Federal  dollars  are  having  an  impact  on 
solving  the  particular  problem? 

You  acknowledge  it  is  going  to  be  much  more  difficult.  I  don't 
know  how  we  are  going  to  be  able  to  do  it  all  in  some  years — 
hemophilia,  sickle  cell  anemia — they  are  included  in  the  block 
grant,  how  do  we  know  that  the  money  got  to  that  particular  area? 

Secretary  Schweiker.  I  think  many  of  the  groups  you  and  I 
worked  with  over  the  years — hemophilia  is  one  of  them — will  cer- 
tainly be  as  vigilant,  probably  more  vigilant,  in  seeing  that  this 
relationship  works.  I  am  sure  they  would  be  telling  the  State 
administrator  of  the  programs  as  well  as  Federal  officials  whether 
or  not  it  is.  I  think  you  will  hear  from  the  consumers  as  much  as 
anyone.  I  have  a  high  degree  of  confidence  they  would  speak  up. 

We  do  have  an  evaluation  function  in  my  office.  We  have  the 
authority  to  evaluate  programs;  such  evaluations  are  called  Service 
Delivery  Assessments.  If  we  had  a  complaint  about  hemophilia 
programs,  I,  as  Secretary,  would  have  the  right  to  order  an  assess- 
ment team  in  to  see  if  hemophilia  patients  and  families  are  being 
served  the  way  they  should  be.  Plus  the  IG  would  have  the  right  to 
investigate. 

I  promised  Congressman  Obey  an  answer. 

Mr.  Natcher.  At  this  point  in  the  record,  if  you  would,  go  ahead 
and  put  it  in. 
Secretary  Schweiker.  I  can  do  it  either  way. 
Mr.  Natcher.  Whichever  way  you  desire. 
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Secretary  Schweiker.  It  is  a  little  bit  complicated  but  I  think  he 
deserves  an  answer. 

Mr.  Natcher.  All  right.  You  want  to  submit  that  and  we  will 
just  place  it  in  the  record  or  would  you  like  to  go  ahead  and  give 
the  answer  in  the  record. 

Secretary  Schweiker.  Since  he  is  concerned  about  it,  I  think  I 
would  like  to  read  it. 

Mr.  Natcher.  Go  right  ahead. 

BULLETIN  ON  FORMALDEHYDE 

Secretary  Schweiker.  NIOSH  Action  on  Intelligence  Bulletin  on 
Formaldehyde. 

On  February  19,  the  Office  of  the  Secretary  was  contacted  by  the 
staff  of  the  President's  Task  Force  on  Regulatory  Reform  concern- 
ing a  pending  publication  by  NIOSH  and  OSHA  on  formaldehyde. 
We  were  asked  to  review  this  and  determine  whether  it  was  includ- 
ed in  the  President's  regulatory  freeze.  OS  staff  consulted  with  the 
Solicitor  of  Labor  and  concluded  that  the  current  Intelligence  Bul- 
letin on  formaldehyde  may  be  covered  by  the  regulatory  freeze. 

The  reason  for  this  is  the  Intelligence  Bulletin,  although  not  a 
regulation  per  se,  was  co-signed  by  Dr.  Robbins  of  NIOSH  and  Dr. 
Bingham  of  OSHA,  and  it  spelled  out  recommended  actions  by 
employers  to  reduce  employee  exposure  to  formadehyde.  Therefore, 
any  specific  statement  setting  out  recommended  standards  of  con- 
duct may  be  enforceable  by  OSHA  in  the  same  manner  as  a  specif- 
ic regulation. 

Since  the  regulatory  freeze  directive  defined  "regulation"  to  in- 
clude any  "agency  statement  of  general  applicability  and  future 
effect  designed  to  implement,  interpret,  or  prescribe  law  or  policy" 
the  Intelligence  Bulletin,  may  conceivably  fall  within  this  defini- 
tion. 

Therefore,  upon  the  request  of  OS,  the  Director  of  NIOSH,  decid- 
ed to  postpone  further  distribution  of  the  bulletin  (some  copies  had 
already  been  distributed)  until  it  could  be  reviewed  by  OSHA  in 
light  of  its  relationship  with  other  regulatory  and  enforcement 
activities  under  the  terms  of  the  Executive  Order  on  regulations. 
Our  understanding  is  that  it  is  now  under  review  by  OSHA. 

I  just  want  to  say  that  we  have  no  objections  at  all  to  the 
bulletin  being  released.  We  are  conforming  with  the  Executive 
Order.  If  OSHA  agrees  to  release  it,  since  they  signed  off  on  the 
policy  statement,  it  is  fine  with  us. 

Mr.  Natcher.  Thank  you,  Mr.  Secretary. 

Mr.  Dwyer. 

Mr.  Dwyer.  No  questions,  Mr.  Chairman. 

legislation  needed  for  block  grants 

Mr.  Natcher.  Now,  Mr.  Secretary,  let's  turn  our  attention  just 
for  a  minute  or  two  to  block  grants.  As  you  know,  not  only  on  our 
committee  but  throughout  the  Congress  we  have  some  skepticism 
as  to  the  proposal  to  merge  40  health  and  social  service  programs 
into  block  grants.  Assuming  now  at  the  time  we  get  ready  to  mark 
the  bill  up  for  fiscal  year  1982  and  the  block  grant  program  has  not 
been  authorized,  what  would  you  suggest,  Mr.  Secretary?  What  can 
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you  tell  us  about  the  legislation  setting  this  program  up?  Has  that 
been  sent  up  to  the  Hill? 

Secretary  Schweiker.  The  legislation  setting  up  this  program 
was  sent  to  OMB  on  March  17th.  We  are  prepared  to  go  forward 
with  it.  It  is  now  awaiting  clearance  from  OMB.  Hopefully  it  will 
be  cleared  by  the  end  of  this  week  or  early  next  week  at  the  latest. 

To  answer  your  question,  if  the  authorizing  committees  do  not 
act  by  your  deadline,  there  are  two  recourses  of  action  that  this 
committee  would  have.  One  is  use  of  the  continuing  language  we 
submitted  which  would  consolidate  the  programs  vis-a-vis  the  ap- 
propriations bill,  with  the  specific  proviso  that  as  the  authorizing 
committees  acted,  their  action  would  supersede  the  temporary  con- 
solidation approved  by  the  Appropriations  Committee.  This  may  or 
may  not  be  satisfactory  to  the  Appropriations  Committee.  If  not, 
then  obviously  the  only  other  recourse  would  be  to  proceed  with 
the  line  item  budget  review  if  the  other  programs  are  in  place. 

Mr.  Natcher.  Now,  if  you  will  insert  in  the  record  at  this  point  a 
series  of  tables  showing  the  allocation  to  the  states  for  each  of  our 
four  block  grant  proposals  we  will  appreciate  it. 

[The  information  follows:] 
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ENERGY  AND  EMERGENCY  ASSISTANCE 
BLOCK  GRANT 

ESTIMATED  ALLOCATIONS  TO  STATES  AND  TERRITORIES 
(In  thousands) 


State  Shares  of  Estimated  Allocations  Under  the 

Current  Programs 

Energy    Emergency  Current  Programs  Block  Grant 


State 

FY  1981 

FY  1980 

FY  1980/1981 

FYs  1982 

to  : 

Alabama 

0.861% 

0.000% 

$  15, 

876 

$  11, 

692 

Alaska 

0.557 

0.000 

10, 

267 

7, 

,561 

Arizona 

0.452 

0.000 

8, 

346 

6, 

147 

Arkansas 

0.660 

0.083 

12, 

221 

9, 

000 

California 

4.569 

0.000 

84, 

286 

62, 

074 

Colorado 

1.596 

0.000 

29, 

442 

21, 

683 

Connecticut 

2.073 

0.049 

38, 

273 

28, 

187 

Delaware 

0.275 

0.214 

5, 

193 

3, 

824 

Dist.  of  Columbia 

0.780 

0.571 

14, 

693 

10, 

820 

Florida 

1.352 

0.000 

24, 

949 

18, 

374 

Georgia 

1.083 

0.000 

19, 

985 

14, 

718 

Hawaii 

0.115 

0.000 

2, 

120 

1. 

561 

Idaho 

0.620 

0.000 

11, 

436 

8, 

422 

Illinois 

5.768 

0.207 

106, 

533 

78, 

458 

Indiana 

2.602 

0.000 

48, 

005 

35, 

354 

Iowa 

1.845 

0.000 

34, 

045 

25, 

073 

Kansas 

0.861 

1.114 

16, 

502 

12, 

152 

Kentucky 

1.356 

3.052 

26, 

684 

19, 

649 

Louisiana 

0.904 

0.000 

16, 

685 

12, 

288 

Maine 

1.352 

0.000 

24, 

935 

18, 

364 

Maryland 

1.587 

2.924 

30, 

883 

22, 

741 

Massachusetts 

4.239 

5.918 

81, 

430 

59, 

964 

Michigan 

5.452 

15.547 

109, 

076 

80, 

314 

Minnesota 

3.929 

3.973 

74, 

653 

54, 

975 

Mississippi 

0.745 

0.000 

13, 

737 

10, 

117 

Missouri 

2.292 

0.013  ' 

42, 

292 

31, 

147 

Montana 

0.731 

0.034 

13, 

507 

9, 

948 

Nebraska 

0.911 

0.303 

16, 

964 

12, 

493 

Nevada 

0.195 

0.000 

3, 

599 

2, 

651 

New  Hampshire 

0.790 

0.000 

14, 

581 

10, 

738 

New  Jersey 

3.854 

2.567 

72, 

502 

53, 

392 

New  Mexico 

0.533 

0.000 

9, 

840 

7, 

247 

New  York 

12.597 

29.125 

248, 

302 

182, 

834 

North  Carolina 

1.913 

0.000 

35, 

284 

25, 

986 

North  Dakota 

0.794 

0.000 

14, 

647 

10, 

787 
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State  Shares  of  Estimated  Allocations  Under  the 
Current  Programs 

Energy    Emergency  Current  Programs  Block  Grant 

State                        FY  1981      FY  1980  FY  1960/1981         FYs  1982  to  1985 


unio 

22. 033% 

S  10^ 

V       XU3  , 

756 

S  77 

P£1 

DDI 

uk la noma 

p.  pi  q 

V  •  OX? 

1 .  OUD 

J.o, 

npQ 

OH  1 

Oregon 

1  7"3C 

J.  .  7U  / 

*■->, 

17 
xl  I 

Pennsylvania 

6.772 

0.297 

125, 

093 

92, 

127 

Rhode  Island 

0.683 

0.000 

12, 

594 

9, 

275 

South  Carolina 

0.681 

0.000 

12, 

557 

9, 

248 

boutn  Daxota 

U.D4D 

n  nnn 
u .  uuu 

qi  n 
yiu 

Q 

o, 

/  IX 

Tennessee 

1  "i7n 
Xm  J  /U 

n  nnn 
u.uuu 

7C7 

IB, 

bUo 

Texas 

9  ?QP 

n  nnn 
u .  uuu 

ix , 

**Q7 

J7  / 

Xt-H 

Utah 

n  74"3 

n  nnn 
U.UUU 

7nn 
/UU 

in 
1U, 

non 
uyu 

Vermont 

0.588 

0.000 

10, 

855 

7, 

994 

Virginia 

1.938 

0.075 

35, 

789 

26, 

357 

Wash  ington 

">  ft"3Q 

Z.Ujo 

O.  /Ul 

^1 
*l# 

zou 

■?n 
JU, 

"370 

j  /y 

neat  Vliylilla 

n  RQQ 

U.  o3? 

1.028 

17 
x  i , 

143 

12 

624 

Wisconsin 

3.533 

0.122 

65, 

245 

48, 

051 

Wyoming 

0.300 

0.205 

5, 

642 

4, 

155 

Territories 

Guam 

0.005 

0.000 

87 

64 

Puerto  Rico 

0.118 

0.130 

2, 

239 

1. 

649 

Trust  Territory 

0.005 

0.000 

92 

68 

Northern  Marianas 

0.002 

0.000 

30 

22 

American  Samoa 

0.002 

0.000 

40 

30 

Virgin  Islands 

0.004 

0.002 

84 

62 

Total  States  and 

Territories 

100.000% 

100.000% 

$1,899, 

486 

$1,398, 

800 

NOTE:    The  total  amount  allocated  within  the  block  grant  is  equal  to  73.6%  of 
the  FY  1980/1981  current  services  level.    The  difference  between  73.6% 
and  75%  is  due  to  rounding  and  to  adjustments  made  for  Federal  administra- 
tive expenses. 


101 


SOCIAL  SERVICES  BLOCK  GRANT 
ESTIMATED  ALLOCATIONS  TO  STATES  AND  TERRITORIES 
(In  thousands) 


State  Shares 

of 

State 

Current  Programs 

Alabama 

1.813% 

Alaska 

0.238 

Arizona 

1.048 

Arkansas 

1.086 

California 

9.546 

Colorado 

1.137 

Connecticut 

1.325 

Delaware 

0.287 

Dist.  of  Columbia 

0.713 

Florida 

3.545 

Georgia 

2.315 

Hawaii 

0.375 

Idaho 

0.409 

Illinois 

4.514 

Indiana 

2.162 

Iowa 

1.203 

Kansas 

1.060 

Kentucky 

1.609 

Louisiana 

1.893 

Maine 

0.557 

Maryland 

1.688 

Massachusetts 

2.475 

Michigan 

3.960 

Minnesota 

1.717 

Mississippi 

1.217 

Missouri 

2.148 

Montana 

0.448 

Nebraska 

0.669 

Nevada 

0.297 

New  Hampshire 

0.385 

New  Jersey 

2.823 

New  Mexico 

0.584 

New  York 

10.329 

North  Carolina 

2.587 

North  Dakota 

0.308 

Estimated  Allocations  Under  the 


Current  Programs 

Block  Grant 

f  is  lyoZ  zo  ±yi 

$  90,763 

$  68,911 

11,923 

9,053 

52,441 

39,815 

54,349 

41,264 

A"71  IOC 

4//, /yb 

362 ,761 

56,894 

43,196 

66,299 

50,337 

14,389 

10,925 

35,703 

27,107 

177 ,417 

134,702 

115,889 

87,987 

18,787 

14,263 

20,467 

15,539 

225,942 

171,544 

lUO, ZJZ 

OZ,l/4 

60,200 

45,706 

53,053 

40,264 

80,552 

61,158 

94,738 

71,929 

27,866 

m    i  cn 
21,1b  / 

84,477 

64,138 

123,889 

94,061 

198,178 

150,465 

85,939 

65,249 

60,930 

46,260 

107,526 

81,638 

22,416 

17,019 

33,459 

25,404 

14,870 

11,290 

19,289 

14,645 

141,268 

107,256 

29,244 

22,204 

516,961 

392,496 

129,472 

98,300 

15,394 

11,688 
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Estimated  Allocations  Under  the 

State  Shares 

of  Current  Programs  Block  Grant 


State 

Current  Programs 

FY 

1981 

FYs  1982  to  1 

Ohio 

4.407% 

$  220, 

551 

$  167,451 

Oklahoma 

1.273 

63, 

698 

48,362 

Oregon 

1.098 

54, 

930 

41,705 

Pennsylvania 

5.742 

287, 

377 

218,188 

Rhode  Island 

0.447 

22, 

357 

16,974 

1.348 

67, 

478 

51,232 

South  Dakota 

0.323 

16, 

151 

12,262 

Tennessee 

J.,  yoo 

QQ 

ID , 410 

Texas 

5.517 

276, 

138 

209,655 

Utah 

0.615 

30, 

798 

23,383 

Vermont 

0.261 

13, 

049 

9,907 

Virginia 

2.157 

107, 

966 

81,972 

Washington 

1.640 

82, 

059 

62,302 

West  Virginia 

AO 
HO, 

JO  ,  OZ.O 

Wisconsin 

2.078 

103, 

999 

78,960 

Wyoming 

0.214 

10, 

713 

8,134 

Territories 

Guam 

0.038 

1* 

908 

1,448 

Puerto  Rico 

1.313 

65, 

704 

49,885 

Trust  Territory 

0.039 

1, 

944 

1,476 

Northern  Marianas 

0.011 

554 

421 

American  Samoa 

0.009 

438 

333 

Virgin  Islands 

0.053 

2, 

635 

2,001 

Total  States  and 

Territories 

100.000% 

$5,005, 

032 

$3,800,000 

NOTE:    The  total  amount  allocated  under  the 
the  FY  1981  current  services  level. 
75%  is  due  to  inclusion  in  the  block 
Federal  administrative  expenses. 


block  grant  is  equal  to  75.9%  of 
The  difference  between  75.9%  and 
grant  of  funds  currently  used  for 
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HEALTH  SERVICES  BLOCK  GRANT 
ESTIMATED  ALLOCATIONS  TO  STATES  AND  TERRITORIES 
(in  Thousands) 


Estimated  Allocations  Under  the 


State  Shares 

of 

Current  Programs 

Block  Grant 

State 

Current  Programs 

FY  1981 

FYs  1982  to  1985 

Alabama 

2.236% 

$  32,347 

$  25,454 

Alaska 

0.351 

5,081 

3,998 

Arizona 

1.552 

22,454 

17,669 

Arkansas 

1.163 

16,829 

13,242 

California 

8.483 

122,708 

96,564 

Colorado 

2.183 

31,573 

24,845 

Connecticut 

0.965 

13,964 

10,988 

Delaware 

0.237 

3,423 

2,693 

Dist.  of  Columbia 

1.266 

18,309 

14,407 

Florida 

4.600 

66,541 

52,361 

Georgia 

2.270 

32,840 

25,841 

Hawaii 

0.602 

8,715 

6,858 

Idaho 

0.493 

7,129 

5,609 

Illinois 

3.037 

43,927 

34,566 

Indiana 

2.513 

36,348 

28,602 

Iowa 

0.851 

12,312 

9,688 

Kansas 

0.541 

7,833 

6,163 

Kentucky 

1.473 

21,313 

16,771 

Louisiana 

1.231 

17,803 

14,009 

Maine 

0.722 

10,439 

8,215 

Maryland 

2.638 

38,157 

30 > 025 

Massachusetts 

2.781 

40,234 

31,660 

Michigan 

3.095  _ 

44,772 

35,231 

Minnesota 

1.225 

17,720 

13,944 

Mississippi 

1.691 

24,446 

19,252 

Missouri 

2.133 

30,847 

24,273 

Montana 

0.404 

5,839 

4,595 

Nebraska 

0.653 

9,453 

7,438 

Nevada 

0.449 

6,488 

5,105 

New  Hampshire 

0.558 

8,072 

6,352 

New  Jersey 

2.984 

43,159 

33,962 

New  Mexico 

1.237 

17,890 

14,078 

New  York 

8.921 

129,039 

101,545 

North  Carolina 

2.495 

36,090 

28,399 

North  Dakota 

0.212 

3,063 

2,410 
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i 

Estimated  Allegations  Under  the 

State  Shares 

of  Current  Programs  Block  Grant 


State 

Current  Programs 

FY  1981 

FYs  1982  to 

Ohio 

4.829% 

$  69,845 

$      54 , 961 

Oklahoma 

1.  jyo 

on  i  on 

1  C  OD*7 

Oregon 

1.  I/O 

l/,UUO 

13, Jol 

Pennsylvania 

4.501 

65,102 

51,229 

Rhode  Island 

0.689 

9,967 

7,843 

South  Carolina 

1.987 

28,737 

22,613 

South  Dakota 

0.455 

6,576 

5,175 

Tennessee 

1.998 

28,897 

22,739 

Texas 

4,714 

68,194 

53,662 

Utah 

0.829 

11,995 

9,439 

Vermont 

0.442 

6,399 

5,035 

Virginia 

1.718 

24,846 

19,551 

Washington 

1.846 

26,699 

21,009 

West  Virginia 

1.354 

19,585 

15,411 

Wisconsin 

1.183 

17,115 

13,468 

Wyoming 

U.  JLo4 

z,ooo 

*d  noo 
Z,Uyo 

Territories 

Guam 

0.091 

1,311 

1,031 

Puerto  Rico 

1.980 

28,636 

22,534 

Trust  Territory 

0.041 

588 

462 

Northern  Marianas 

0.041 

594 

467 

American  Samoa 

0.025 

359 

282 

Virgin  Islands 

0.221 

3,191 

2,511 

Total  States  and 

Territories 

.  100.000% 

$1,445,674 

$1,137,600 

NOTE:    The  total  amount  allocated  under  the  block  grant  is  equal  to  78.7%  of 
the  FY  1981  current  services  level.    The  difference  between  78.7%  and 
75%  is  due  to  rounding  and  to  inclusion  in  the  block  grant  of  funds 
currently  used  for  Federal  administrative  expenses. 
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PREVENTIVE  HEALTH  SERVICES  BLOCK  GRANT 
ESTIMATED  ALLOCATIONS  TO  STATES  AND  TERRITORIES 
(in  thousands) 


Estimated  Allocations  Under  the 

State  Shares 

of  Current  Programs  Block  Grant 


State 

Current  Programs 

FY  1981 

FYs  1982  to 

Alabama 

2.346% 

$  7,738 

$  5,677 

Alaska 

0.290 

958 

703 

Arizona 

1.548 

5,107 

3,747 

Arkansas 

1.407 

4, 642 

3,405 

California 

7.633 

25,180 

18,470 

Colorado 

1.180 

3,894 

2,856 

Connecticut 

1.148 

3,788 

2,779 

Delaware 

0.286 

944 

693 

Dist.  of  Columbia 

1. 137 

3,752 

2,752 

Florida 

3.539 

11,674 

8,563 

Georgia 

3.100 

10,227 

7,502 

Hawaii 

0.605 

1,995 

1,463 

Idaho 

0.472 

1,556 

1,142 

Illinois 

4.343 

14 ,327 

10,510 

Indiana 

2.020 

6,662 

4,887 

Iowa 

1.158 

3,821 

2,803 

Kansas 

0.883 

2,912 

2,136 

Kentucky 

1.901 

6,272 

4,601 

Louisiana 

1. 419 

4,681 

3,434 

Maine 

0.606 

1,998 

1,466 

Maryland 

3.046 

10,046 

7,369 

Massachusetts 

2.531 

8,350 

6,125 

Mich  igan 

4.127 

13,614 

9,987 

Minnesota 

1.079 

3,558 

2,610 

Mississippi 

1.729 

5,704 

4,184 

Missouri 

2.473 

8,159 

5,985 

Montana 

0.581 

1,916 

1,406 

Nebraska 

0.766 

2,527 

1,854 

Nevada 

0.436 

1,440 

1,056 

New  Hampshire 

0.276 

912  . 

669 

New  Jersey 

3.432 

11,321 

8,304 

New  Mexico 

1.065 

3,513 

2,577 

New  York 

7.728 

25,490 

18,699 

North  Carolina 

2.326 

7,674 

5,629 

North  Dakota 

0.354 

1,167 

856 
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Estimated  Allocations  Under  the 

State  Shares 

of  Current  Programs  Block  Grant 

Current  Programs  FY  1981  FYs  1982  to  1985 


Ohio 

4.080% 

$  13,457 

$  9,872 

rtklahona 

VaTlXGIl  WO 

1.228 

4,052 

2,972 

1.023 

3,376 

2,476 

Pennsylvania 

5.298 

17,475 

12,819 

Rhode  Island 

0.483 

1,592 

1,168 

South  Carolina 

2.298 

7,581 

5,561 

9UJ  UU  LcaJs. 

0.305 

1,007 

738 

2.467 

8,139 

5,970 

5.380 

17,747 

13,019 

Uv  fill 

0.540 

1,782 

1,308 

Vermont 

0.324 

1,070 

785 

Virginia 

2.200 

7,257 

5,323 

1.557 

5,136 

3,768 

West  Virginia 

0.521 

1,719 

1,261 

Wisconsin 

1.588 

5,238 

3,842 

Wyoming 

0.233 

770 

565 

Territories 

Guam 

0.090 

296 

217 

Puerto  Rico 

1.182 

3,897 

2,859 

Trust  Territory 

0.016 

54 

40 

Northern  Marianas 

0.083 

275 

202 

American  Samoa 

0.047 

154 

113 

Virgin  Islands 

0.092 

304 

223 

Total  States  and 

Territories 

100.000% 

$329,897 

$242,000 

State 


NOTE:  The  total  amount  allocated  under  the  block  grant  is  equal  to  73.4%  of 
the  FY  1981  current  services  level.  The  difference  between  73.4%  and 
75%  is  due  to  rounding. 
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DISTRIBUTION  OF  BLOCK  GRANT  FUNDS 

Mr.  Natcher.  As  we  understand,  Mr.  Secretary,  the  Health  Serv- 
ices block  grant  would  allocate  funds  proportionately  to  current 
HHS  spending  in  each  state.  Is  the  use  of  existing  distribution 
pattern  of  project  grant  funds  a  reasonable  and  logical  way  to 
distribute  this  new  block  grant? 

Secretary  Schweiker.  Please  repeat  the  last  part  of  that  again. 

Mr.  Natcher.  Yes.  Is  the  use  of  the  existing  distribution  pattern 
a  proper  system,  Mr.  Secretary? 

Secretary  Schweiker.  Mr.  Chairman,  let  me  say  that  I  think 
when  you  have  40  different  programs,  there  is  no  system  that  isn't 
subject  to  some  criticism  and  some  honest  difference  of  opinion.  I 
had  some  opinions  of  my  own  on  these  programs  when  they  passed 
in  terms  of  how  the  distribution  was  made.  We  honestly  felt  it  is 
unrealistic  to  ask  the  Congress  to  rewrite  40  formulas  for  program- 
ming. So  we  took  what  we  thought  was  the  most  direct  and  sim- 
plest way  which  was  to  use  the  status  quo  in  these  formulations. 

Again,  we  have  no  pride  of  authorship  here.  If  the  Congress  in  its 
wisdom  feels  that  there  is  a  fairer  way  of  distribution,  we  are 
certainly  open  to  that  idea.  We  just  took  the  most  direct  and  what 
we  thought  was  the  fairest  way,  that  of  using  the  status  quo. 

MAINTENANCE  OF  EFFORT 

Mr.  Natcher.  Would  States  be  required  to  maintain  current 
levels  of  health  and  social  services  spending  in  order  to  qualify  for 
block  grants? 

Secretary  Schweiker.  No.  We  had  one  provision  on  maintenance 
of  effort  which  was  replaced  by  the  categorical  grant  of  immuniza- 
tion. So  there  is  no  maintenance  of  effort  provision.  The  only 
provision  is  that  the  States  must  use  the  money  within  the  block.  If 
they  are  now  using  the  money  for  programs  which  will  be  in  the 
block  grant  and  have  been  doing  it  for  sometime,  it  is  logical  to 
assume  that  they  would  keep  supporting  programs  that  they  felt 
were  important.  They  would  probably  not  support  all  of  the  pro- 
grams in  the  block  grants.  I  am  sure  they  would  have  some  differ- 
ences. So  some  would  and  some  wouldn't  but  there  is  no  mainte- 
nance of  effort  provision  in  our  request. 

POSSIBLE  SAVINGS  FROM  BLOCK  GRANTS 

Mr.  Natcher.  As  you  know,  the  budget  proposes  to  fund  the  new 
service  block  grants  at  a  level  of  25  percent  below  current  spending 
in  these  areas.  How  much  of  this  reduction  do  you  believe  can  be 
made  up  by  administrative  efficiencies  rather  than  cutbacks? 

Secretary  Schweiker.  Well,  I  will  answer  it  in  two  parts.  The 
Governor  of  Missouri,  I  think  I  mentioned  earlier,  was  quoted 
directly  as  saying  that  the  hassle  and  paperwork  that  the  Federal 
Government  imposed  on  him  were  so  overwhelming  that  he 
thought  he  could  easily  save  the  25  percent  cutback  that  was 
involved.  He  was  delighted  to  have  the  opportunity  to  prove  that 
he  could  do  it. 

I  don't  know  that  that  is  typical,  Mr.  Chairman.  I  don't  want  to 
mislead  you  in  that  respect. 
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I  do  think  in  some  programs  the  States  will  be  able  to  save 
significant  amounts  of  money.  For  example,  in  the  social  service 
block  grant  where  there  are  four  or  five  programs  which  are  some- 
what duplicative,  and  States  probably  will  save  money.  Where 
some  health  programs  are  very  dissimilar,  then  they  may  not  save 
as  much  money. 

Now,  there  is  one  point  that  I  think  has  to  be  made.  If  the  States 
adopt  the  formulation  on  welfare  payments  and  the  other  proposals 
that  we  made,  they  will  save  some  matching  money  of  their  own. 
The  States  will  save  about  850  million  dollars.  So  I  think  we  should 
be  clear  that  if  these  proposals  are  enacted,  there  are  some  savings 
the  States  will  realize  equal  to  850  million  dollars,  which  they  will 
have  available  for  other  needs.  But  there  are  no  maintenance 
requirements. 

Mr.  Natcher.  Now,  Mr.  Secretary,  assuming  that  the  block  grant 
program  is  set  up  and  placed  in  operation,  how  many  Federal 
employees  will  be  eliminated?  Do  you  have  any  estimate? 

Secretary  Schweiker.  We  estimate  about  2500  or  2600  people 
who  have  been  overseeing  the  categorical  programs  would  not  be 
needed. 

HOW  STATES  WOULD  USE  BLOCK  GRANT  FUNDS 

Mr.  Natcher.  On  page  22  of  your  statement  you  indicate  that 
the  social  services  block  grant  will  not  require  any  State  matching 
or  maintenance  of  effort.  Have  you  conducted  a  preliminary  survey 
of  the  States  as  to  how  these  funds  would  be  used,  Mr.  Secretary? 

Secretary  Schweiker.  We  have  discussed  the  general  block  grant 
provisions  with  some  State  officials,  but  we  will  not  have  a  specific 
survey  State  by  State. 

Mr.  Natcher.  If  it  chose  to,  could  a  State  terminate  the  existing 
service  network  and  use  the  money  for  tax  relief?  What  would  be 
the  requirements  as  far  as  that  is  concerned,  Mr.  Secretary? 

Secretary  Schweiker.  No,  a  State  must  spend  funds  on  the  pro- 
grams and  the  authorities  within  that  block.  That  is  a  prerequisite 
of  the  money.  In  other  words,  it  is  not  revenue  sharing.  I  think  this 
is  an  important  distinction.  It  is  true  that  these  block  grant  pro- 
grams are  not  categorical  programs.  You  don't  have  the  same 
degree  of  oversight,  safeguards,  and  national  focus.  On  the  other 
hand,  it  is  not  revenue  sharing.  We  do  require  that  the  money  be 
spent  for  the  functions  and  purposes  of  programs  within  that  block 
grant. 

THE  NATIONAL  INSTITUTES  OF  HEALTH 

Mr.  Natcher.  Now,  let's  turn  our  attention  to  the  National 
Institutes  of  Health.  Your  budget  for  NIH  proposes  to  fund  about 
16,000  research  project  grants  in  1982  of  which  4700  will  be  compet- 
ing projects.  Do  you  think  this  is  about  the  right  annual  level  of 
support  for  biomedical  research  for  the  next  few  years,  Mr.  Secre- 
tary? 

Secretary  Schweiker.  Let  me  say  this:  I  have  been  a  strong 
advocate  of  NIH,  as  you  know.  That  is  why  I  fought  very  hard  to 
keep  some  of  the  percentage  reductions  from  applying  to  NIH  as 
they  applied  to  some  of  the  other  programs.  To  that  extent,  I  was 
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successful.  I  think  in  some  areas  where  there  are  critical  needs,  we 
all  would  like  to  see  more  funding.  Given  the  budgetary  problems 
we  have,  I  think  NIH  fared  fairly  well,  particularly  compared  to 
some  of  the  other  programs. 

The  NIH  programs  are  not  entitlement  programs.  As  I  think 
Congressman  Stokes  pointed  out,  the  non-entitlement  programs  got 
hit  even  harder  than  some  of  the  entitlement  programs.  But  the 
NIH  came  out  proportionately  better,  even  though  it  wasn't  an 
entitlement  program.  We  could  always  use  more  money  for  heart 
research,  cancer  research,  and  diabetes  research.  I  would  be  the 
first  to  say  we  can. 

Mr.  Natcher.  The  budget  for  NIH  in  1981  and  1982  would  sup- 
port research  training  for  about  10,000  trainees.  Do  you  think  that 
is  about  the  right  annual  level  of  support  for  research  training  for 
the  next  few  years? 

Secretary  Schweiker.  This  is  only  500  fewer  trainees  than  was 
proposed  in  the  Carter  budget.  So  that  is  about  a  five  percent  cut 
from  the  Carter  budget.  When  you  remember  that  we  still  are 
doing  similar  funding  in  the  Department  of  Education  and  also  in 
the  National  Science  Foundation,  we  still  have  some  significant 
programs  underway.  So  again,  it  is  probably  not  as  much  as  I 
would  like  to  see,  but  I  think  under  the  constraints  we  have,  the 
trainee  level  is  not  too  bad. 

EMPHASIS  ON  PREVENTION 

Mr.  Natcher.  This  morning,  Mr.  Secretary,  you  indicated  that 
you  intend  to  change  the  emphasis  at  the  National  Institutes  of 
Health  to  prevention.  Give  us  a  little  more  specific  information  as 
to  how  you  intend  to  accomplish  this. 

Secretary  Schweiker.  I  think  this  is  a  matter  of  setting  priorities 
and  providing  direction  for  the  NIH.  I  know  our  committee  in  the 
Senate  had  a  series  of  hearings  a  few  years  back  in  which  it  was 
reported  that  approximately  one  or  two  percent  of  the  money  at 
NIH  was  being  spent  on  prevention.  The  rest  was  being  spent  on 
treatment  of  disease. 

I  would  like  to  see  a  higher  pro  rata  share  for  prevention  re- 
search so  that  we  find  out  what  we  can  do  to  keep  people  healthy 
as  opposed  to  what  we  do  after  they  are  sick.  And  I  think  we  can 
emphasize,  not  necessarily  equal  funding,  but  some  fair  distribution 
of  funds  to  preventive  research.  We  can  find  what  important  as- 
pects of  nutrition,  diet,  and  lifestyle  will  give  us  a  greater  degree  of 
freedom  from  illness  and  disease. 

Nutrition  research,  including  research  on  the  relationship  of  obe- 
sity to  heart  disease,  and  diet  to  diabetes,  is  a  good  illustration. 

Mr.  Natcher.  Are  you  planning  on  making  any  other  changes  in 
the  NIH  program? 

Secretary  Schweiker.  I  think  the  only  thing  I  would  like  to  see 
happen  in  the  NIH  program,  in  addition  to  a  greater  focus  on 
prevention  research,  is  to  provide  a  sharper  focus  on  some  of  our 
research.  Where  we  know  there  is  some  breakthrough  that  might 
well  occur,  where  we  know  there  is  something  that  looks  very 
promising,  I  think  we  ought  to  make  certain  this  research  is  sup- 
ported. 
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We  are  spending  a  significant  amount  of  money.  I  would  like  to 
see  us  spend  it  in  a  way  that  we  can  tell  people  who  will  be 
threatened  with  these  illnesses  in  the  future,  or  who  have  a  life- 
style that  will  make  them  susceptible  to  these  illnesses  that  we  are 
investing  in  research  that  looks  promising  in  the  immediate  future. 

Mr.  Natcher.  Mr.  Secretary,  when  you  started  out  in  the  House 
in  the  year  1961,  at  that  time,  you  and  I  served  together.  As  far  as 
NIH  is  concerned  we  were  in  the  millions.  Now,  as  far  as  NIH  is 
concerned,  I  believe  the  budget  that  is  before  the  committee  is 
about  $3  billion  $700  million.  We  have  over  $1  billion  for  cancer 
research.  We  have  come  a  long  way.  You  would  agree  on  that? 

Secretary  Schweiker.  A  tremendously  long  way. 

Mr.  Natcher.  Long  way  in  the  last  couple  of  years. 

Now,  we  have  heard  you  say  in  the  past  that  you  believe  that 
NIH  was  under-staffed.  Do  you  still  believe  that,  Mr.  Secretary, 
just  as  far  as  National  Institutes  of  Health  is  concerned? 

Secretary  Schweiker.  Again,  I  don't  think  for  any  disease,  for 
any  one  disease  or  any  one  problem,  whether  it  is  cancer,  heart,  or 
diabetes,  we  have  enough  people  to  do  research,  just  because  until 
the  disease  is  cured,  you  never  have  enough. 

On  the  other  hand,  you  have  to  be  realistic  and  balance  our 
needs  with  our  budget  constraints.  That  is  what  I  have  tried  to  do. 
As  you  see  from  the  figures,  the  NIH  went  from  $3.4  billion  in  1980 
to  $3.5  billion  in  1981,  and  will  go  to  $3.7  billion  in  1982.  So  we  are 
still  increasing  in  1982  some  $250  million  over  1981. 

One  other  point,  Mr.  Chairman.  We  will  be  increasing  NIH  staff- 
ing by  approximately  200  positions  for  the  Ambulatory  Care  Re- 
search Facility. 

RESCISSION  FOR  NIH 

Mr.  Natcher.  Like  you,  on  our  subcommittee  we  have  been  very 
much  concerned  about  research  on  cancer,  heart,  stroke,  diabetes 
arthritis,  and  all  the  other  diseases  that  are  causing  all  kinds  of 
problems  with  our  people  today.  As  you  know,  in  the  fiscal  year 
1981  appropriation  bill,  we  added  $126  million  to  NIH.  That  was 
added,  Mr.  Secretary,  after  we  very  carefully  heard  a  great  many 
witnesses.  We  weighed  all  of  the  evidence.  All  of  the  members 
sitting  on  both  my  left  and  my  right  believed  that  we  were  right 
about  it  when  we  added  that  amount. 

We  increased  the  budget  for  each  of  the  Institutes.  We  have  now 
before  the  committee  a  proposal  to  rescind  $126  million  less  $5,000. 
Mr.  Secretary,  we  believe  we  were  right  when  we  added  it.  Do  you 
still  believe  we  ought  to  rescind  this  money  in  the  current  fiscal 
year? 

Secretary  Schweiker.  This,  of  course,  was  a  Carter  rescission 
proposal.  We  did  not  differ  with  it  because  we  feel  we  have  some 
similar  budget  constraints.  We  do  believe,  though,  that  even  with 
the  recission  that  we  will  be  able  to  provide  stable  funding  for  4800 
new  research  probject  grants  and  10,000  research  fellowships  in 
1981.  Therefore,  we  feel  in  terms  of  numbers,  it  will  still  give  good 
support  to  new  research  project  grants  and  to  research  training 
fellowships. 

Mr.  Natcher.  Mr.  Secretary,  aren't  you  wrong  about  that? 

Secretary  Schweiker.  It  is  $50  million,  you  are  right. 

Mr.  Natcher.  The  Carter  rescission  proposal  was  $50,200,000. 
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Secretary  Schweiker.  You  are  correct,  it  was  a  $50  million  re- 
scission. 

Mr.  Natcher.  Don't  you  think  President  Carter  was  wrong  with 
$50,200,0009  Don't  you  think  the  present  Administration  is  wrong 
with  $126  million? 

After  we  carefully  considered  all  of  these  matters,  we  cut  in  a 
number  of  places,  Mr.  Secretary,  and  cut  right  deep,  to  put  this 
money  where  it  meant  so  much  to  our  people.  Weren't  they  both 
wrong  and  aren't  they  both  wrong,  Mr.  Secretary? 

Secretary  Schweiker.  Mr.  Chairman,  almost  verbatim  I  gave  the 
same  argument  you  have  to  Mr.  Stockman.  I  should  have  asked 
you  to  sit  in  on  our  meeting  with  Mr.  Stockman  on  some  of  these 
appeals  on  the  NIH  budget.  He  has  made  very  strong  cuts;  but 
beyond  this  point,  we  finally  prevailed.  So  I  can't  disagree  with 
your  logic.  I  may  disagree  with  some  of  your  numbers. 

Mr.  Natcher.  Thank  you,  Mr.  Secretary. 

We  know  after  serving  with  you  down  through  the  years,  we 
generally  know  how  you  feel  about  these  matters,  Mr.  Secretary. 
Mr.  Smith,  I  yield  to  you  at  this  point. 

BLOCK  GRANT  PROPOSAL 

Mr.  Smith.  Mr.  Secretary,  suppose  we  get  ready  to  mark  up  the 
bill.  As  you  indicated,  the  first  alternative  is  to  put  language  in  the 
bill  blocking  together  some  of  these  programs,  that  of  course  would 
be  subject  to  a  point  of  order.  Suppose  the  Rules  Committee  doesn't 
want  to  give  us  that,  or  the  House  floor  doesn't  want  to  give  us 
that  opportunity  and  then  we  are,  as  you  indicated,  we  are  back  to 
recommending  appropriations  for  each  line  item.  At  this  point, 
what  should  we  do  in  your  judgment?  Should  we  take  a  certain 
percentage  of  each  one,  should  we  give  priority  to  some  compared 
to  others,  or  what  should  we  do? 

Secretary  Schweiker.  Well,  on  the  basis  that  you  are  asking  me 
the  question,  if  I  were  in  your  shoes,  I  would  certainly  say  that  I 
would  not  take  across-the-board  reductions.  I  would  judge  each  on 
its  merits.  I  think  some  of  those  programs  within  the  block  grants 
have  stronger  needs  and  merits  than  some  others.  I  think  you 
should  exercise  the  same  judgment  in  your  decision-making  that  a 
Governor  would  make  when  he  had  to  face  that  question. 

I  want  to  say  this.  I  made  it  clear  to  Mr.  Stockman  in  supporting 
this  proposal  that  our  position  on  the  25  percent  cuts  would  not  be 
taken  as  an  indication  that  each  program  should  be  cut  on  that 
basis,  in  the  event  that  you  face  that  problem. 

Mr.  Natcher.  Mr.  Stokes. 

Mr.  Stokes.  Thank  you,  Mr.  Chairman. 

Mr.  Secretary,  I  would  like  to  return  to  this  block  grant  ap- 
proach. As  you  can  see,  it  is  quite  troublesome  to  all  of  us  here. 

For  each  existing  categorical  program — community  health  cen- 
ters, migrant  health  centers*  genetic  services,  family  planning  and 
so  forth — please  provide  for  the  record  the  current  proportion  of 
appropriated  funds  which  are  used  for  administrative  purposes. 

Secretary  Schweiker.  We  will  do  that.  I  understand  your  ques- 
tion. 

[The  information  follows:] 


78-363  0  -  81  -  G 


112 


Federal  Administrative  Costs  for  Categorical  Pr ogams 
(in  millions  of  dollars) 


Program 
Public  Health  Service 


1981  Prog.  1981  Fed.  1981 

Level  Adm.  Expenses  Total 


Community  Health  Centers: 
Primary  Health  Care 

Centers   $295.1            $29.9  $325.0 

Primary  Health  Care   0.5                —  0.5 

Black  Lung  Services   4.5  — ■  4.5 

Migrant  Health   43.4                —  43.4 

Home  Health  Services  

Maternal  and  Child  Health: 

Grants  to  States   357.4                —  357.4 

SSI   — 

Hemophilia   3.3                —  3.3 

Sudden  Infant  Death  Syndrome  2.8                —  2.8 

Emergency  Medical  Services  30.0                —  30.0 

Program  Management   —              2.7  2.7 

Mental  Health  and  Substance 
Abuse  Services: 

Mental  Health  Services...  277.0  8.7  285.7 
Drug  Abuse  Project  Grants 

&  Contracts....   154.2               0.6  160.2 

Drug  Abuse  Grants  to 

States   68.2               2.5  70.7 

Alcoholism  Project  Grants 

&  Contracts  

Alcoholism  Grants  to 

States  

Program  Management   —               5.6  5.6 

High  Blood  Pressure 

Control   20.0                —  20.0 

Health  Incentive  Grants..  9.0                —  9.0 
Risk  Reduction  &  Health 

Education   11.8                —  11.8 

Venereal  Disease   48.0                —  48.0 

Immunization   30.6                —  30.6 

Fluoridation   6.8                —  6.8 

Rat  Control   13.6                —  13.6 

Lead-Based  Paint 

Poisoning  Prevention...  10.8                —  10.8 

CDC  Program  Management. .  0.8                —  0.8 

Genetic  Diseases   13.1                —  13.1 

Family  Planning  Services  162.0  —  162.0 
Adolescent  HeaLth 

Services   8.2               1.8  10.0 
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1981  Prog. 
Level 

Program 


PHS-Regional  Management 
PHS- Program  Direction.. 

Social  Security  Administration 


Emergency  Assistance. . .  41.4 


Assistance  1846.0 

Office  of  Human  Development 
Services 

Title  XX  2716.0 
Title  XX  State  &  local 

Training   69.8 

Child  Welfare  Services...  157.6 

Child  Welfare  Training...  5.6 

Child  Abuse   22.1 

Runaway  Youth   10.2 

Developmental  Disabilities  52.0 


1981  Fed.  1981 
Adm.  Expenses  Total 


3.7  3.7 
0.6  0,6 


negligible;  41.4 
lumped  into 
AFDC  admini- 
strative  costs 

4.0  1850.0 


200.0  2916.0 

5.2  75.0 

6.0  163.6 

—  5.6 

0.8  22.9 

0.8  11.0 

9.2  61.2 


[Excludes  Rehabilitation  Services  and  Community  Services 
Administration;  not  part  of  HHS] 
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SUPPORT  OF  BLOCK  GRANT  PROGRAMS 

Mr.  Stokes.  Now,  Mr.  Secretary,  under  many  of  the  programs 
which  would  be  included  in  a  block  grant  to  the  States  the  pro- 
posed funds  flow  directly  to  private  nonprofit  organizations.  For 
example,  the  community  health  and  mental  health  centers  fall  into 
this  category.  What  assurances  have  we  that  these  organizations 
would  continue  to  be  funded  in  fiscal  year  1982  under  a  block 
grant? 

Isn't  there  a  likelihood  that  they  would  not  be  funded  under  your 
proposal? 

Secretary  Schweiker.  I  think  there  is  always  that  possibility, 
Congressman  Stokes.  I  can't  disagree  with  the  theoretical  possibil- 
ity. 

I  think  there  are  two  mitigating  factors  that  will  come  into  play 
though.  Number  one  is  that  I  have  a  lot  of  confidence  in  the  people 
that  I  have  worked  with  on  a  number  of  these  programs  that  they 
will  be  articulate  and  persuasive  on  the  State  level  for  their  pro- 
grams. 

The  other  mitigating  circumstance  is  that  if  the  States  do  not 
keep  faith  with  the  block  grant  concept  for  one  reason  or  another, 
those  same  people  will  be  asking  us  to  rescind  what  we  did. 

I  think  there  is  a  check  and  balance  here.  If  the  money  isn't 
utilized  in  the  spirit  and  in  the  way  it  was  intended,  those  propo- 
nents of  the  programs  would  have  the  right  to  tell  Congress  that. 

So  I  think  there  is  an  incentive  for  this  Administration  to  see 
that  important  programs  continue  and  I  think  there  is  an  incentive 
for  the  Governors  to  see  that  that  happens. 

But  let  me  say  that  failure  to  fund  important  programs  is  some- 
thing that  should  be  taken  into  consideration.  But  I  would  hope 
through  our  oversight  service  delivery  assessment  and  through  our 
audits,  we  can  prevent  that  from  happening. 

That  is  one  of  the  reasons  I  went  to  four  block  grants.  I  felt  if  we 
went  to  one  block  grant,  your  worst  fears  would  be  realized.  So  I 
went  to  four  blocks  and  specified  the  four  block  grants  for  very 
broad  purposes  that  would  give  us  some  degree  of  protection. 

Mr.  Stokes.  My  basic  concern  is  that  the  people  who  utilize  these 
centers  are  basically  poor  people,  without  much  political  clout. 
They  generally  will  come  out  on  the  short  end  of  the  stick. 

In  fiscal  year  1981,  there  were  872  public  and  private  nonprofit 
community  health  centers  serving  over  5  million  people. 

How  does  your  budget  provide  for  a  transition  of  services  for  a 
community  health  center,  for  example,  which  in  fiscal  year  1981 
received  Federal  assistance  directly,  but  in  fiscal  year  1982  might 
not  receive  anything  at  all  from  the  State? 

Secretary  Schweiker.  Again  we  believe  that  the  block  grants 
provide  some  general  protection,  that  the  money  must  be  spent  for 
those  purposes  in  the  block.  The  needs  are  great  for  those  pro- 
grams in  the  block,  and  I  just  have  every  reason  to  believe  since  we 
have  limited  the  States  to  spending  in  the  block,  it  will  occur. 

I  feel  that  if  we  didn't  have  that  particular  block  grant  structure, 
that  might  not  be  the  case.  But  the  States  can't  use  the  funds  for 
tax  relief;  they  can't  use  the  funds  for  programs  outside  the  block 
grant.  They  must  account  to  an  outside  auditor  and  the  GAO  on 
how  the  money  is  being  spent. 
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HEAD  START 

Mr.  Stokes.  The  present  budget  proposes  terminating  the  Com- 
munity Services  Administration  and  transferring  its  funding  to  the 
social  services  block  grant  in  fiscal  year  1982. 

A  number  of  the  community  action  agencies  funded  under  the 
Community  Services  Administration  operate  Head  Start  programs. 

If  the  community  action  agencies  are  unable  to  secure  funds 
from  the  States  under  a  block  grant,  tell  us  what  impact  this  would 
then  have  on  the  Head  Start  Programs. 

Secretary  Schweiker.  We  have  marked  the  Head  Start  Program 
for  protection  and  we  would  make  every  effort  to  see  that  the 
people  who  were  providers  of  Head  Start  services  would  still  be 
available. 

I  would  say  that  if  there  is  a  trend  in  the  direction  of  one 
program  affecting  another,  we  certainly  would  take  steps  to 
remedy  it. 

Actually  one  of  the  best  kept  secrets  is  that  Head  Start  gets  a 
$130  million  increase  in  this  budget.  So  we  do  have  some  more 
money  to  work  with. 

If  we  see  our  delivery  system  not  performing  as  well,  then  we 
will  take  steps  to  try  to  counteract  that  in  some  way,  either  in 
working  with  the  States  or  through  some  supplemental  program. 

Mr.  Stokes.  Have  the  States,  Mr.  Secretary,  given  some  indica- 
tion that  they  can  responsibly  gear  up  to  manage  these  block 
grants  by  the  first  of  October? 

I  have  heard  that  one  State  executive  said  it  is  just  not  possible 
for  his  State  to  responsibly  administer  these  block  grants  by  Octo- 
ber 1,  1981. 

Secretary  Schweiker.  Some  States  feel  that  they  can't  gear  up 
by  that  time  and  some  feel  they  can,  Congressman.  I  would  say 
that  we  should  take  that  into  account. 

I  think  that  there  is  a  time  pressure  here.  A  lot  depends  on  when 
the  Congress  make  a  determination  and  on  what  that  decision  is. 
So  there  could  be  a  time  factor. 

We  are  not  unreasonable  about  that.  We  feel  that  people  have  to 
have  time  to  make  decisions.  We  set  our  dates  as  a  target  date. 
Obviously  we  may  or  may  not  make  the  target.  It  is  our  objective 
to  make  the  target. 

Depending  on  how  things  move,  how  much  agreement  there  is,  a 
slower  time  frame  could  be  established. 

CAP  ON  MEDICAID  SPENDING 

Mr.  Stokes.  Let  me  shift  to  another  subject. 

For  fiscal  year  1982,  you  propose  to  impose  a  cap  on  Medicaid 
spending,  saving  roughly  $1.2  billion,  and  to  give  the  States  addi- 
tional flexibility  to  manage  their  programs  within  the  imposed 
limit. 

Would  you  give  us  a  little  more  detail  on  what  you  have  in 
mind? 

Secretary  Schweiker.  Basically  the  States  asked  to  do  a  number 
of  things  in  Medicaid,  and  we  propose  to  give  them  the  preroga- 
tives for  almost  any  reasonable  proposal.  For  example,  under  the 
new  legislative  provisions,  the  States  will  be  able  to  put  a  new  kind 
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of  strategy  into  effect  to  control  their  own  expenditures.  Hospital 
reimbursement  rates  may  be  set  on  other  than  a  '  'reasonable  cost" 
basis,  which  might  mean  competitive  bidding,  for  example. 

I  would  envision,  for  example,  that  if  a  State  saw  that  an  urban 
hospital  was  under-bedded,  that  the  State  might  decide  it  wanted 
to  supply  a  contract  to  that  urban  hospital  because  it  did  not  have 
the  occupancy  that  some  of  the  suburban  hospitals  would  have. 
The  State  would  have  the  flexibility  to  set  up  a  system  whereby 
utilization  of  beds  in  an  under-used  urban  hospital  could  be  criteria 
for  awarding  the  contract,  something  we  couldn't  do  at  all  with  our 
Federal  regulations. 

Another  strategy  involves  competitive  procurement  and  bulk 
purchasing  arrangements  for  services  such  as  durable  medical 
equipment,  laboratory  services,  and  some  prescription  drugs.  States 
could  buy  statewide  and  have  State  buying  arrangements  whereby 
they  would  get  a  discount  for  buying  it  wholesale. 

In  addition,  States  are  going  to  get  the  prerogative  to  organize 
HMO's  throughout  their  system.  Similar  situations  under  Federal 
regulations  mitigate  against  HMO's.  That  would  be  changed. 

The  proposed  changes  would  also  provide  for  review  and  control 
of  admissions  to  nursing  homes,  so  States  would  have  a  say. 

States  could  also  target  optional  services  to  specific  populations. 
They  may  well  say  that  we  will  provide  the  basic  services  here. 
However,  in  certain  areas  we  will  provide  specific  optional  services 
that  we  can't  afford  for  everyone;  but  because  these  people  have  a 
special  need,  we  will  do  that.  Variations  in  methods  of  providing 
screening  for  children's  problems  could  be  targeted  here. 

There  are  a  number  of  options  which,  because  of  regulations  or 
cumbersome  policies,  we  prohibit  them  from  using  now;  and  with- 
out a  lot  of  red  tape,  we  think  they  can  use  and  will  use  some  of 
these  options.  The  Governors  are  very  enthused  about  the  preroga- 
tive of  doing  that. 

Mr.  Stokes.  You  mentioned  in  your  explanation  that  currently 
the  States  are  mandated  to  serve  several  populations,  AFDC  recipi- 
ents, for  example,  and  that  the  States  are  required  to  provide 
certain  benefits. 

Now  are  you  proposing  that  the  States  eliminate  current  eligibil- 
ity and  benefit  requirements? 
Secretary  Schweiker.  For  which  program  now? 
Mr.  Stokes.  Under  Medicaid. 

Secretary  Schweiker.  No,  that  would  be  the  same. 

Mr.  Stokes.  Medicaid  spending  is  increasing  primarily  due  to 
continuing  inflation  and  Medicare  prices,  rising  demand  for  nurs- 
ing home  care,  growing  eligible  populations. 

Given  these  factors,  won't  the  likely  impact  of  the  proposed  cap 
on  Medicaid  spending  be  that  States  will  move  to  reduce  the 
number  of  eligible  persons  and  reduce  benefits  that  are  now  option- 
al? 

Secretary  Schweiker.  We  have  had  15  percent  a  year  inflation  in 
the  medical  delivery  system  over  the  last  five  years.  We  believe 
that  the  cap,  in  conjunction  with  this  flexibility,  will  give  the  States 
an  incentive  to  actually  target  their  programs  more  efficiently  to 
the  needy. 
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We  believe  this  will  force  a  focus.  You  see,  we  have  had  a 
system — I  am  sure  you  well  know,  Congressman — of  a  cost-plus 
basis.  We  just  say,  send  us  a  bill;  whatever  it  is,  we  will  pay  it.  We 
really  believe  that  that  is  the  problem. 

So  where  we  give  the  States  the  right  to  put  a  contract  out,  to 
have  bids,  to  buy  in  bulk,  we  believe  they  will  be  able  to  save 
money  and  pass  it  through  to  their  recipients. 

FRAUD  AND  ABUSE  IN  MEDICAID 

Mr.  Stokes.  One  of  my  concerns  is  that  fraud  and  abuse  in  the 
Medicaid  program  is  not  addressed  in  the  Administration  budget. 

We  know  that  the  fraud  and  abuse  in  the  program  takes  place 
primarily  due  to  the  physicians  and  the  health  providers,  not  the 
recipients  themselves. 

But,  it  appears  that  your  approach  to  controlling  Medicaid  spend- 
ing does  not  really  get  to  the  real  problem,  but  will  hurt  those  who 
are  the  beneficiaries — those  who  most  need  health  services. 

I  am  really  wondering  how  do  you  approach  the  fraud  and  abuse 
problem? 

Secretary  Schweiker.  Well,  in  a  couple  of  ways.  We  still  are 
going  to  use  our  Inspector  General's  Office  to  draw  up  a  series  of 
proposals  that  the  States  could  elect  to  follow  or  not  in  terms  of  the 
problem  of  abuse. 

In  addition,  we  provide  State  agencies  money  outside  the  cap  for 
fraud  and  abuse  investigation  purposes. 

We  also  are  proposing  legislation  that  will  provide  matching 
rates  of  90  percent  for  equipment  and  75  percent  for  automated 
eligibility  systems  that  will  be  above  and  beyond  the  cap  for  just 
the  purposes  I  think  that  you  are  concerned  about. 

Mr.  Stokes.  Thank  you,  Mr.  Secretary. 

Thank  you,  Mr.  Chairman. 

Mr.  Natcher.  Mr.  Early? 

MAINTENANCE  OF  EFFORT 

Mr.  Early.  Will  the  Department  require  that  these  Federal 
funds  supplement  State  and /or  local  funds  or  will  States  and  local 
governments  be  allowed  to  supplant  their  revenues  with  Federal 
revenues? 

Secretary  Schweiker.  There  is  no  maintenance  of  effort  provi- 
sion. That  is  part  of  the  answer.  The  other  is  that  they  must  use 
the  money  for  the  purpose  that  it  is  intended. 

Mr.  Early.  Many  States  have  instituted  management  efficien- 
cies, reductions  in  benefits  and  other  program  changes  to  help 
them  meet  their  Medicaid  costs.  How  realistic  is  it  to  expect  States 
to  live  within  the  cap  without  further  reducing  benefits  or  eligibil- 
ity? 

Secretary  Schweiker.  Of  course,  we  are  doing  this  in  Title  XX 
right  now.  We  basically  did  the  same  thing  with  Title  XX.  We  put 
a  lot  of  programs  into  a  block  grant  and  we  put  a  cap  on  it.  We  had 
quite  a  bit  of  debate  and  argument  about  that.  So  it  isn't  as  if  this 
is  a  whole  new  thing. 


118 


We  have  done  it  now  with  Title  XX.  It  has  worked  reasonably 
well.  We  have  seen  it  work  under  that  program.  So  I  think  there  is 
some  reason  to  hope  and  believe  it  can  work  under  this  program. 

Mr.  Early.  You  have  to  have  tremendous  reservations,  I  would 
think,  about  States  using  the  money  for  tax  relief  efforts  rather 
than  providing  the  services  with  the  economic  pinch  the  States  are 
in. 

Secretary  Schweiker.  They  can't  use  this  money  for  tax  relief.  If 
States  get  the  $5  million  for  health  preventive  function  in  that 
block,  a  certain  State  has  to  show  with  an  audit  and  accountability 
to  GAO  that  it  has  used  the  part  of  the  $5  million  for  one  of  the 
functions  within  that  block  grant. 

Mr.  Early.  But  how  about  using  it  to  supplant  the  Federal 
revenues? 

Secretary  Schweiker.  Of  course,  any  time  you  give  a  State  a 
grant  they  can  do  that.  That  is  something  they  can  do  whether  you 
have  this  program  or  not. 

Suppose  we  give  a  program  for  some  kind  of  Head  Start  money, 
which  isn't  in  the  block  grant.  As  soon  as  we  put  money  in  a  Head 
Start  program,  if  they  were  putting  money  into  their  own  program 
for  similar  purposes,  they  can  pull  it  right  out.  We  don't  stop  them 
from  doing  that.  This  happens  right  now  under  Head  Start. 

Mr.  Early.  Are  you  proposing  that  they  not  reduce  supplanting; 
haven't  we  suggested  they  get  away  from  supplanting  in  an  awful 
lot  of  areas  or  lose  their  eligibility  for  Federal  money? 

Secretary  Schweiker.  We  are  proposing  what  again? 

Mr.  Early.  Isn't  the  Administration  suggesting  that  they  get,  so 
to  speak,  to  supplant — using  Federal  funds  to  pick  up  local  and 
State  costs? 

Secretary  Schweiker.  No,  no,  no.  We  are  not  proposing  that. 
Maybe  I  misunderstand  your  question,  but  we  are  not  proposing 
that. 

FUNDING  FOR  NIH 

Mr.  Early.  Mr.  Secretary,  I  was  pleased  to  hear  your  answer  to 
the  Chairman  about  your  priority  on  NIH.  I  wasn't  surprised  be- 
cause both  you  and  Senator  Magnuson  were,  so  to  speak,  co-cap- 
tains in  getting  NIH  to  where  it  is. 

I  would  be  surprised  if  you  had  anything  less  than  that  enthusi- 
asm for  this  program. 

I  think  it  is  certainly  the  most  nonpartisan,  the  most  productive 
dollars  we  spend  in  our  whole  budget  insofar  as  it  affects  every- 
one— white,  black,  rich,  poor,  50  States.  It  is  money  spent  to  save 
money. 

I  appreciate  your  advocating  it  with  Mr.  Stockman,  as  far  as 
keeping  that  part  of  the  nonentitlement  cost,  reductions  to  a  mini- 
mum. 

The  Administration  proposes  reducing  the  increase  in  research 
funding  for  the  National  Institutes  of  Health  proposed  in  the  Janu- 
ary budget  to  cover  only  partially  the  effects  of  projected  inflation. 

Specifically  what  has  the  Department  allowed  for  inflation  in  the 
revised  fiscal  1982  request? 

Secretary  Schweiker.  We  provide  approximately  10  percent. 
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Mr.  Early.  How  does  that  compare,  Mr.  Secretary,  with  the 
actual  inflation  rate  applicable  to  NTH? 

Secretary  Schweiker.  Most  of  the  inflation  factors  in  terms  of 
the  NIH  would  be  in  the  area  of  salaries.  About  70  percent  of  the 
costs  are  associated  with  salaries.  These  rightly  or  wrongly  have 
grown  at  a  much  slower  pace  than  the  aggregate  inflation  rate.  So 
we  feel  that  is  not  too  unrealistic. 

Mr.  Early.  Fine..  I  agree — I  don't  think  the  salaries  at  the  Insti- 
tutes are  that  far  out  of  range. 

Mr.  Secretary,  I  have  several  specific  questions- — 

Secretary  Schweiker.  It  is  certainly  way  ahead  of  congressional 
salaries,  10  percent. 

Mr.  Early.  That's  right.  And  Secretaries. 

Mr.  Secretary,  I  have  several  questions  specifically  on  NIH 
which  I  will  just  supply  for  the  record.  They  have  been  touched  on, 
Dr.  Fredrickson  and  your  staff  have  done  an  outstanding  job  on 
them. 

Given  that  only  1  or  2  percent  of  the  medical  school  graduates 
enter  clinical  training  now,  will  the  budget  offer  a  reasonable 
attraction  in  your  opinion  to  the  budding  researcher? 

Secretary  Schweiker.  Again  I  think  if  we  had  our  choice,  we 
obviously  would  like  to  increase  a  number  of  these  programs.  By 
the  same  token,  we  do  feel  that  this  request  for  $134  million  will 
fund  about  10,000  trainess  which  is  only  a  5  percent  reduction  from 
the  January  budget. 

Basically — and  I  think  this  is  important,  too — the  bulk  of  this 
reduction,  87  percent  of  it,  would  go  toward  eliminating  institution- 
al allowances  and  indirect  costs  to  educational  institutions. 

You  probably  know  this  as  well  as  I,  Congressman.  We  have  been 
giving  sort  of  a  special  bonus  to  educational  institutions  that  they 
don't  get  from  any  other  source.  They  don't  get  these  funds  from 
the  private  sector,  from  business,  from  industry.  We  have  been 
paying  them  a  premium  to  take  Federally-sponsored  people. 

I  feel  we  couldn't  justify  the  Federal  government  paying  more 
than  business  pays  or  more  than  the  private  sector  pays.  So  I  felt 
that  was  one  area  we  probably  should  allow  in  terms  of  equity. 
Why  should  the  Federal  government  carry  the  burden  for  industry 
and  business  when  they  ought  to  be  doing  some  of  this? 

So  87  percent  of  the  reduction  is  in  that  area.  Some  is  not. 

Mr.  Early.  Mr.  Secretary,  in  my  seven  years  in  Congress,  if  the 
House  and  the  Senate  have  done  anything  well  it  is  with  regard  to 
NIH,  as  far  as  getting,  so  to  speak,  a  long-range  game  plan  with 
the  number  of  grants,  with  a  pay  line.  We  have  been  trying  to  give 
inducements  to  clinical  trainees,  to  young  investigators,  to  show 
that  there  is  a  future  in  that  area. 

Some  of  the  cuts,  even  with  your  insistence  with  Mr.  Stockman, 
still  leave  me  with  grave  reservations. 

AMBULATORY  CARE  RESEARCH  FACILITY 

Let  me  switch  over  to  the  Ambulatory  Care  Research  Facility.  I 
heard  you  tell  the  Chairman  that  it  is  on  schedule. 

Secretary  Schweiker.  We  are  and  we  have  an  allowance  in  the 
budget  for  the  staffing.  Yes,  the  200  positions  are  mostly  for  that. 
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Mr.  Early.  What  will  th'is  do — you  have  allowed  for  200.  Is  there 
going  to  be  any  slippage  in  the  planned  timetable  on  that? 

Secretary  Schweiker.  Not  that  we  are  aware  of,  unless  there  is 
some  mechanical  or  physical  bottleneck  that  is  out  of  our  control. 

Mr.  Early.  What  is  the  status  of  the  hiring  freeze  at  NIH?  Are 
they  still  under  the  freeze? 

Secretary  Schweiker.  What  happened  is  that  the  Office  of  Man- 
agement and  Budget  has  changed  the  situation  from  a  freeze,  per 
se,  to  a  ceiling.  So  we  are  now  being  governed  by  a  ceiling  rather 
than  a  freeze.  The  effect  is  very  similar,  however. 

Mr.  Early.  What  effect  has  the  freeze  had  on  NIH  intramural 
programs? 

Secretary  Schweiker.  We  will  have  to  provide  those  for  the 
record. 

[The  information  follows:] 

Hiring  Freeze  at  NIH 

Secretary  Early.  What  effect  has  the  freeze  had  on  NIH  intramural  programs? 

Secretary  Schweiker.  The  hiring  freeze  is  having  an  adverse  effect  on  all  areas  of 
the  NIH.  With  regard  to  the  intramural  program  specifically,  the  impact  is  particu- 
larly severe  for  service  fellowship  employees  and  full  time  permanent  scientists.  The 
impact  in  each  category  is  discussed  below. 

The  biomedical  research  system  in  the  intramural  NIH  is  predicated  on  a  high 
flux  of  scientists  who  are  an  extremely  productive  cadre  of  young  investigators. 
These  investigators  typically  spend  four  years  in  the  intramural  program.  They  do 
not  have  tenure,  and  only  a  small  percentage  of  them  eventually  become  permanent 
Government  employees.  Because  of  the  high  turnover  rate,  a  freeze  on  hiring 
produces  a  drop  of  about  25  percent  annually.  The  hiring  freeze  has  caused  the 
entry  of  young  scientists  into  this  non-tenured  group  to  cease,  while  the  departure 
from  this  group  continues  at  its  normal  rate.  The  result  is  a  significant  diminution 
in  the  research  capability  of  the  intramural  program.  This  diminution  is  even  more 
dramatic  than  the  numbers  would  suggest,  since  young  investigators  such  as  these, 
trained  in  the  most  modern  techniques  of  biomedical  research,  provide  an  essential 
ingredient  in  the  creativity  of  all  flourishing  research  enterprises. 

Among  the  permanent  scientific  staff,  with  a  normal  turnover  rate  of  about  10 
percent  per  year,  the  losses  in  personnel  result,  once  again,  in  a  reduction  in  the 
intramural  research  capability.  Included  in  this  group  are  senior  investigators  who 
play  key  leadership  roles.  The  best  of  this  group  are  also  the  most  mobile  in  terms 
of  analogous  positions  at  the  major  universities.  Each  time  such  a  person  leaves  the 
NIH,  we  must  recruit  a  replacement  with  outstanding  scientific  credentials.  Con- 
tinuation of  the  freeze  prevents  us  from  selecting  such  replacements  on  the  basis  of 
qualifications  alone,  leading  to  a  deterioration  in  the  quality  of  leadership  in  the 
intramural  program. 

Secretary  Schweiker.  What  the  ceiling  does  is  perpetuate  the 
freeze  but  allows  some  flexibility.  But  I  will  have  to  give  you  the 
breakdown  for  the  record. 

Mr.  Early.  That  will  be  fine.  Will  there  be  any  effect  on  the 
opening  of  the  new  ambulatory  care  facility  as  a  result  of  that? 

Secretary  Schweiker.  As  far  as  I  am  aware  this  should  not 
interfere  with  that  anyway. 

ORPHAN  DRUGS 

Mr.  Early.  What  is  the  Departments  position  on  the  orphan 
drug  bill,  Mr.  Secretary? 

Secretary  Schweiker.  I  can  give  you  just  my  personal  views  at 
the  moment.  I  am  not  sure  we  have  a  Departmental  position.  But 
my  position  is  that  there  is  a  need  to  do  something  in  the  field  of 
orphan  drugs.  It  would  seem  to  me  that  this  is  something  we  ought 
to  be  looking  at  in  terms  of  NIH,  in  helping  these  areas. 
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We  don't  have  a  specific  proposal  at  the  moment.  We  don't  have 
a  concept  beyond  the  fact  that  there  ought  to  be  some  role  in  the 
orphan  drug  field  for  Federal  research. 

Mr.  Early.  My  final  question  at  this  time  is  on  the  Chairman's 
question  regarding  the  amount  of  the  rescission,  which  has  both- 
ered me  for  some  time.  To  suggest  a  rescission  in  NIH  of  exactly 
the  amount  that  the  Congress  added,  $126  million,  is  really  saying 
quite  clearly  to  me  that  we  can't  come  up  with  a  good  idea.  I  think 
that  is  totally  irresponsible.  j 

Secretary  Schweiker.  All  I  can  say  is  that  if  I  hadn't  done  some 
arguing,  they  would  have  cut  a  lot  more  than  is  in  the  present 
rescission.  I  sort  of  held  my  finger  in  the  rescission  dike. 

Mr.  Early.  I  certainly  appreciate  that,  but  I  certainly  hope 
we  

Secretary  Schweiker.  I  don't  think  it  was  so  much  deliberate  as 
that  we  argued  about  where  the  middle  ground  was. 

Mr.  Early.  You  served  on  this  side  much  longer  than  I  have. 
You  have  seen  rescissions  that  were  always  the  exact  amount  of 
additional  funds  that  the  House  and  Senate  agreed  on  in  confer- 
ence; I  think  that  is  nonsense. 

Secretary  Schweiker.  There  are  many  people  in  the  bureaucracy 
who  submit  proposals  who  are  dreaming. 

Mr.  Early.  I  really  think  to  identify  specifically  the  same 
amount  of  money  is  throwing  out  the  wrong  signal  to  people. 

Secretary  Schweiker.  If  I  had  lost  the  argument,  it  would  have 
been  a  deeper  cut. 

Mr.  Early.  I  have  been  impressed  with  you  in  the  past.  I  have 
been  impressed  with  your  answers  today  and  the  total  picture  as  far  as 
the  proposed  block  grant  approach;  you  really  handled  the  ques- 
tions well. 

Thank  you  very  much. 

Mr.  Natcher. 

Mr.  Dwyer? 

Mr.  Dwyer.  Thank  you,  Mr.  Chairman. 

I  apologize  for  not  being  here  this  morning.  I  was  at  my  other 
subcommittee's  hearing.  It  was  the  Justice  Department. 

JUVENILE  JUSTICE  PROGRAM 

At  that  particular  hearing  the  Attorney  General  stated  they 
were  going  to  do  away  with  the  juvenile  justice  program.  He  indi- 
cated in  his  statement  that  they  were  recommending  that  the  $136 
million  be  picked  up  in  a  block  grant  of  the  Department  of  Health 
and  Human  Services. 

I  was  wondering  which  of  the  four  blocks  includes  that  program, 
Mr.  Secretary. 

Secretary  Schweiker.  All  I  can  say,  Congressman,  is  that  there 
is  no  money  in  any  of  these  blocks  for  that  program. 

Mr.  Dwyer.  It  is  just  one  of  those  programs  might  that  slip 
between  the  cracks? 

Secretary  Schweiker.  There  is  no  money  in  any  of  these  blocks 
!  for  that  program. 

Mr.  Dwyer.  Thank  you,  Mr.  Chairman. 
1    Mr.  Natcher.  Now,  Mr.  O'Brien. 

Mr.  O'Brien.  I  have  no  questions,  Mr.  Chairman. 
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HEALTH  PLANNING 

Mr.  Natcher.  Mr.  Secretary,  I  want  to  direct  your  attention  just 
for  a  few  minutes  now  to  health  planning.  As  you  know,  the  budget 
proposes  to  phase  our  Federal  support  for  State  and  local  health 
planning  agencies.  Some  people  feel  that  this  will  result  in  the 
construction  of  a  great  many  unnecessary  hospital  beds  as  well  as 
the  acquisition  of  a  lot  of  expensive  equipment  which  may  not  be 
necessary. 

How  do  you  respond  to  that,  Mr.  Secretary? 

Secretary  Schweiker.  Here  again  was  a  case  where  we  debated 
with  OMB  about  this  phaseout.  One  thing  we  did  agree  upon  was 
in  stretching  it  out. 

There  was,  for  example,  a  study  done  by  the  Health  Resources 
Administration  before  my  tenure  as  Secretary.  A  comprehensive 
evaluation  of  the  certificate  of  need  program  concludes  that  there 
is  no  statistical  evidence  of  a  strong  association  between  CON 
regulation  and  hospital  investment  behavior  or  hospital  cost  infla- 
tion. 

A  second  study  of  health  planning  in  New  England  also  conclud- 
ed that  the  planning  system  has  been  ineffective  in  controlling  the 
expansion  of  health  care  resources  because  providers  have  been 
successful  in  either  challenging  regulations  or  circumventing 
them.You  probably  have  been  aware  in  your  own  State  that  a  lot  of 
local  controversies  arise.  It  is  a  little  bit  like  the  PSRO  situation, 
Mr.  Chairman;  there  are  some  good  planning  units  that  have  been 
effective  and  some  have  really  been  losers. 

We  thought  it  was  hard  to  justify  the  program's  maintenance. 
But  the  burden  of  proof  then  is  on  the  Administration  to  propose  a 
competitive  cost  alternative  bill  that  will  do  the  same  things 
through  the  reimbursement  competitive  mechanism  that  was  in- 
tended by  health  planning. 

So  we  have  a  responsibility  in  going  this  direction.  I  don't  want 
to  underrate  that  responsibility. 

Mr.  O'Brien.  Will  the  gentleman  yield? 

Mr.  Secretary,  I  think  you  are  right  in  comparing  the  two.  But  as 
someone  else  more  appropriately  phrased  it,  if  there  are  no  police 
officers  around  and  I  am  traveling  back  to  Illinois  at  the  55  miles 
per  hour  limit,  I  tend  to  get  careless.  I  have  the  notion  that  if  we 
take  PSRO  and  this  other  system  out  of  the  way  that  might  betray 
some  of  our  medical  practitioners. 

Secretary  Schweiker.  Let  me  go  back.  I  believe  we  could  write 
some  incentives  into  the  reimbursement'  mechanisms  that  would 
reward  groups  who  take  advantage  of  such  things  as  PSRO's. 

Whether  we  can  do  it  for  the  health  planning  function,  I  am  not 
convinced.  But  sometimes  the  peer  review  process  and  demonstrat- 
ing that  money  can  be  saved  ought  to  be  reimbursable.  We  might 
be  able  to  put  a  financial  incentive  so  it  can  pay  for  itself. 

If  there  is  any  way  to  make  the  planning  idea  pay  for  itself  we 
are  certainly  open  to  it.  It  is  not  a  black  and  white  issue. 

Mr.  Natcher.  Do  you  think,  Mr.  Secretary,  that  the  system  has 
been  given  enough  of  a  chance  to  prove  itself  as  far  as  the  health 
planning  is  concerned? 

Secretary  Schweiker.  I  think  you  can  certainly  argue  that  it 
should  be  given  a  longer  time.  Actually  these  planning  proposals, 
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which  set  up  the  basic  structure  and  framework,  were  enacted  in 
1974.  So  it  has  had  some  significant  time  to  mature. 

I  guess  my  answer  would  be  if  there  were  more  positive  signs 
than  we  have  had  rather  than  mixed  signals,  we  would  probably  be 
supporting  the  program  a  few  years  longer. 

But  that  is  our  assessment.  I  realize  honest  men  may  differ. 

HEALTH  PROFESSIONS  EDUCATION 

Mr.  Natcher.  Take  up  next  health  professions  education.  Your 
budget  proposes  a  drastic  cutback  in  student  aid  and  institutional 
aid  for  training  of  health  professionals.  Could  you  explain  for  us 
please  the  Administration's  philosophy  with  regard  to  the  training 
of  health  professionals? 

Secretary  Schweiker.  Mr.  Chairman,  of  course  you  are  familiar, 
with  this  new  report  that  indicates  that  we  are  heading  towards  a 
fiscal  surplus  in  the  years  ahead.  We  actually  believe  that  our 
program  has  been  very  successful,  unlike  some  of  these  programs 
where  you  can  argue  whether  it  has  or  hasn't  been,  such  as 
PSRO's,  or  health  planning. 

We  really  believe  the  Health  Professions  Act,  by  mandating  in- 
creases and  rewarding  increases  in  class  size,  has  been  overwhelm- 
ingly successful — much  like  the  Hill-Burton  Act,  which  was  over- 
whelmingly successful  in  taking  a  great  need  situation  and  build- 
ing it  up  to  a  hospital  bed  surplus  situation.  We  believe  that  is 
exactly  what  has  happened  in  the  health  professions  in  terms  of 
doctors.  We  are  heading  for  a  surplus  and  we  should  pull  back  as 
we  have  on  Hill-Burton.  We  believe  we  should  only  selectively  fund 
certain  health  professions  that  are  still  in  short  supply. 

Mr.  Natcher.  Does  the  Administration  believe  that  enrollment 
in  medical  schools  should  be  decreased? 

Secretary  Schweiker.  We  think  it  should  stabilize  just  about 
where  it  is  now. 

GMENAC  REPORT 

Mr.  Natcher.  The  National  Advisory  Committee  on  Graduate 
Medical  School  Education,  which  is  funded  through  your  Depart- 
ment, estimated  in  their  report  last  September  that  there  will  be  a 
surplus  of  70,000  physicians  in  the  United  States  in  1990. 

Does  the  Administration  agree  with  this  finding?  A  surplus  of 
70,000  in  the  year  1990? 

Secretary  Schweiker.  Mr.  Chairman,  it  is  a  very  complex,  very 
comprehensive  report.  It  was  funded  under  the  last  Administra- 
tion. We  are  studying  it.  We  agree  with  the  thrust  of  the  report, 
that  is  that  we  are  going  up  too  far  and  too  fast. 

We  believe  there  should  be  a  leveling  off.  Whether  we  agree  with 
that  specific  figure  or  not,  we  honestly  don't  know  yet;  but  I  would 
say  we  agree  with  the  general  thrust  of  the  report. 

Mr.  Natcher.  While  the  report  that  I  have  just  mentioned  to  you 
indicates  a  substantial  overall  surplus  of  physicians  in  1990,  it  also 
indicates,  I  believe,  that  we  are  going  to  have  a  shortage  of  psychia- 
trists. That  particular  finding  has  been  challenged  by  some  people. 
What  is  the  Department's  feeling  about  that  part  of  the  report,  as 
far  as  psychiatrists  are  concerned? 
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Secretary  Schweiker.  I  think  our  quick  reaction,  again  subject  to 
a  review  that  is  under  way  in  the  Department  right  now  on  this 
report,  is  that  we  probably  would  not  concur  with  that  part  of  the 
report. 

NURSES  TRAINING 

Mr.  Natcher.  Why,  Mr.  Secretary,  should  we  cut  back  on  aid  to 
nurse  training  when  there  seems  to  be  a  serious  shortage  of 
trained  nurses  in  so  many  places? 

What  about  it,  Mr.  Secretary? 

Secretary  Schweiker.  Mr.  Chairman,  I  can't  help  but  recollect. 
I  know  I  asked  the  same  question  of  the  Administration  rather 
intensively  a  year  or  two  ago,  and  I  guess  this  struck  me:  the 
Administration  said  there  is  no  shortage  of  nurses,  and  they  kept 
hammering  that  home. 

We  started  out  from  the  premise  that  there  is  a  shortage  of 
nurses;  I  think  it  is  important  to  make  that  point.  The  question  is, 
how  do  we  correct  that  shortage? 

You  can't  pick  up  any  paper  in  my  medically-served  area  without 
seeing  tremendous  advertising.  People  are  offering  bonuses  for 
nurses;  if  you  find  a  nurse  you  get  $300 — that  kind  of  thing. 

We  start  out  on  the  premise  there  is  a  shortage  of  nurses.  I  think 
we  concluded  that  the  present  method  we  are  using  to  correct  the 
shortage  has  not  been  effective.  Simply  to  put  people  into  nursing 
education  and  when  they  complete  the  nursing  degree  and  aren't 
retained  is  not  cost-effective. 

I  think  what  we  are  saying  is  we  ought  to  look  at  three  things  in 
upgrading  the  nursing  job.  We  do  have  money  in  here  for  nurse 
practitioners. 

Complaints  of  nurses  are  that  they  are  not  being  given  meaning- 
ful tasks,  and  they  are  not  rated  properly  as  professionals.  We 
believe  we  should  put  emphasis  on  training  nurse  practitioners  to 
upgrade  the  status  and  professional  level  of  nurses  in  that  respect. 
That  is  in  here,  number  one. 

Number  two,  we  also  feel  there  is  a  pay  problem.  If  you  look  at 
what  has  happened  with  nurses,  they  usually  leave  because  they 
were  offered  more  attractive  pay  or  more  attractive  conditions  in 
some  other  profession.  Until  we  reverse  the  conditions  under  which 
nurses  work,  we  don't  feel  it  is  productive  to  continue  educating 
them  if  they  soon  leave  the  profession. 

One  of  the  hospitals,  I  think  in  Texas,  is  experimenting  with  a 
very  unique  idea,  which  is  to  have  a  nurse  serve  two  12-hours 
shifts  on  weekends  with  pay  equalling  that  for  an  entire  week  as 
one  way  to  meet  the  nursing  staff  problems  and  as  one  way  to  let  a 
person  who  may  be  a  homemaker,  too,  work.  That  kind  of  idea  has 
proved  rather  effective  in  solving  the  nursing  shortage  because  by 
having  people  getting  paid  for  a  weekend's  work  the  same  amount 
that  they  normally  would  be  paid  for  work  during  the  week,  we 
begin  to  balance  the  rewards  with  the  undesirability  of  working 
weekends. 

The  answer  is,  we  have  to  find  ways  to  upgrade  the  job,  to  pay 
the  job  more.  We  have  to  find  ways  to  give  more  prestige  and  more 
professional  recognition  to  the  role  and  better  working  conditions. 
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We  feel  that  is  the  route  that  we  must  pursue,  rather  than  simply 
training  more  people  and  have  them  leave  the  profession. 
Mr.  Natcher.  Mr.  Livingston? 

Mr.  Livingston.  Thank  you  very  much,  Mr.  Chairman.  I  apolo- 
gize for  stepping  out.  I  was  in  another  subcommittee. 

I  want  to  welcome  you  to  the  committee.  We  have  had  an  oppor- 
tunity to  meet  one  another  in  the  past.  This  is  the  first  chance  I 
have  had  to  see  you  in  action.  I  want  to  say  if  you  do  as  well  over 
the  next  four  years  as  you  have  done  with  this  committee  while  I 
have  been  here,  I  know  you  are  going  to  enjoy  a  great  deal  of 
success. 

SOCIAL  SECURITY  FINANCING 

I  have  some  concerns,  one  about  the  Social  Security  financing 
prospects.  You  mentioned  in  page  16  of  your  formal  statement  that 
there  is  an  interdepartmental  task  force  working  on  this  problem. 
It  is  a  serious  problem.  I  had  an  opportunity  to  consult  with  an 
actuary  just  yesterday  about  the  prospects  for  the  plan.  Frankly, 
the  prospects  are  pretty  bleak. 

This  is  a  program  which  of  course  affects  almost  all  Americans 
and  may  ultimately  affect  every  American.  I  would  like  to  know, 
Mr.  Secretary,  when  you  expect  the  conclusions  and  reform  package 
to  be  sent  to  Congress  and  if  you  can  give  us  any  appraisal  of  what 
to  expect  from  that  plan  when  it  does  come? 

Secretary  Schweiker.  First  let  me  say  that  some  of  the  proposals 
that  are  made  in  this  package,  for  example,  do  bear  on  this  financ- 
ing problem  immediately.  The  student  benefit  provision,  the  mini- 
mum payment  provision,  and  the  lump  sum  death  payment  will 
save  us  $5  billion  in  about  three  years.  That  isn't  enough  to  solve 
the  whole  problem,  but  we  would  be  making  some  progress. 

Second,  to  answer  your  question  about  the  task  force,  the  task 
force  will  report  to  me  within  the  next  couple  of  weeks  and  we  will 
go  back  to  the  Ways  and  Means  Subcommittee,  and  Congressman 
Pickle,  very  shortly  after  that  to  make  some  recommendations. 

I  would  think  that  we  would  certainly  recommend  something 
that  probably  should  have  been  recommended  before,  which  is 
borrowing  among  the  three  funds.  For  some  reason  our  actuaries 
miscalculated  so  that  the  Old  Age  Fund  will  soon  be  underfunded 
and  the  Disability  and  the  Hospital  Funds  are  presently  well  in 
surplus.  So  we  believe  you  ought  to  have  the  ability  to  borrow 
between  funds.  In  fact,  we  believe  the  allocations  ought  to  be 
revised  so  they  more  accurately  reflect  the  outlays  required. 

If  you  couple  that  with  the  $22.5  billion  of  savings  and  if  you 
agree  with  our  economic  assumptions,  and  you  may  not,  we  will 
have  passed  the  short-range  crisis.  Now  I  do  not  believe  that  we 
should  rest  on  that.  Don't  misunderstand  me;  I  am  not  saying  that 
is  the  answer. 

We  are  still  going  to  develop  some  very  strict  recommendations 
as  to  what  to  do,  both  for  the  long  and  short  range.  I  was  talking 
short  range.  We  will  have  both  short-  and  long-range  recommenda- 
tions within  the  next  few  weeks. 
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WORKFARE 

Mr.  Livingston.  Thank  you.  And  I  understand  that  the  Chair- 
man discussed  workfare  previously.  I  wonder  what  your  estimates 
are  in  terms  of  the  quantum,  the  amount  of  programming  costs  for 
the  States  to  implement  workfare  and  how  you  expect  the  States  to 
gear  up  and  organize  those  administrative  mechanisms  and  ulti- 
mately what  you  see  is  the  future  of  workfare  in  this  country? 

Secretary  Schweiker.  Congressman  Livingston,  we  are  going  to 
make  it  very  clear  that  the  State  has  a  very  flexible  option  here. 
We  are  not  going  to  promulgate  a  Federal  standard  on  workfare. 
We  are  going  to  ask  that  during  this  interim  period  there  be  a 
workfare  program;  however,  the  method  of  implementing  workfare 
will  be  determined  by  the  States. 

I  described  earlier  some  community  workfare  concepts  as  we 
envision  them;  but  that  is  up  to  the  States.  As  long  as  they  present 
a  reasonable  proposal,  we  will  accept  it.  Now  we  plan  to  put  the 
AFDC  program  in  a  block  grant  program  at  some  future  point  and 
at  that  time  the  States  will  have  total  prerogative  whether  to  have 
a  workfare  program  or  not.  But  in  the  interim,  we  are  asking  them 
to  use  it,  but  on  a  flexible  basis. 

Mr.  Livingston.  Are  those  block  grants  intended  to  compensate 
the  state  for  their  own  administrative  costs  as  they  implement 
them  themselves? 

Secretary  Schweiker.  We  hope  it  will  hold  down  their  costs  in 
terms  of  what  they  have  to  do  to  comply  with  the  Federal  regula- 
tions. 

I  probably  mentioned  when  you  were  out  that  the  Governor  of 
Missouri  says  he  can  easily  save  the  20  or  25  percent  cut  as  long  as 
he  doesn't  have  to  go  through  the  Federal  paperwork.  I  do  not 
know  that  everybody  is  that  optimistic,  but  I  think  there  will  be 
some  significant  savings. 

There  is  one  other  saving.  When  we  change  the  requirements  on 
welfare  benefits,  we  will  free  up  about  a  billion  dollars  of  State  j 
resources  that  they  will  be  able  to  use  for  whatever  purpose  they; 
want. 

So  there  is  some  flexibility  in  the  proposal  in  terms  of  the  State  j 
resources.  What  they  will  do  with  it,  I  do  not  know,  but  there  will  i 
be  some  advantages  of  flexibility. 

CAP  ON  MEDICAID 

Mr.  Livingston.  Finally,  I  understand  that  many  who  are  eligi 
ble  for  Medicaid  are  also  eligible  for  Medicare.  By  putting  a  cap  or 
Medicaid,  do  we  not  necessarily  automatically  shift  the  emphasis 
or  load  to  some  degree,  to  some  percentage,  to  Medicare?  Will  th( 
Medicaid  cap  amount  to  a  savings  for  us? 

Secretary  Schweiker.  I  think  this  is  a  concern  we  are  going  t< 
watch  very  closely.  I  think  if  we  just  did  what  we  are  doing  now 
which  is  to  put  a  cap  on  Medicaid  and  not  try  to  reform  Medicare! 
you  would  be  absolutely  right.  On  the  other  hand,  we  are  going  t< 
propose  a  complete  reimbursement  reform  proposal  on  a  cost-effec 
tive  basis  that  will  include  Medicare  as  well.  We  would  hope  tha 
that  would  alleviate  this  shift.  But  I  think  if  we  don't  do  that,  i 
couldjoccur  and  we  would  not  want  to  see  that  happen. 
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Mr.  Livingston.  Thank  you  very  much,  Mr.  Secretary.  Again  I 
want  to  wish  you  the  best  of  luck. 
Secretary  Schweiker.  Thank  you. 
Mr.  Livingston.  Thank  you,  Mr.  Chairman. 
Mr.  Natcher.  Mr.  Porter? 
Mr.  Porter.  Thank  you,  Mr.  Chairman. 

COLLECTION  OF  CHILD  SUPPORT  PAYMENT 

Mr.  Secretary,  will  you  describe  for  the  committee  current  de- 
partmental efforts  with  respect  to  the  collection  of  child  support 
payments? 

Secretary  Schweiker.  We  have  a  number  of  proposals  and  I 
believe  we  probably  put  them  in  the  statement. 

One  of  them,  for  example,  is  the  tax  intercept,  whereby  we 
propose  that  people  who  do  owe  support  ought  to  be  first  obligated 
to  take  their  refund  from  taxes  and  contribute  it  to  the  support  of 
a  child  where  there  has  been  a  legal  determination  that  such 
support  would  be  involved. 

Let  me  summarize  these  for  you. 

States  would  be  authorized  to  collect  spousal  support  when  court 
orders  include  support  for  a  child's  caretaker  relative. 

States  will  be  required  to  retain  up  to  ten  percent  of  collections 
made  on  behalf  of  non-AFDC  families  as  a  fee  to  cover  the  cost  of 
the  service. 

An  amendment  to  the  Bankruptcy  Act  will  be  proposed  to  pro- 
hibit the  discharge  of  child  support  obligations  through  bankruptcy 
proceedings  which  some  have  used  as  a  loophole. 

The  Internal  Revenue  Service  will  be  required  to  intercept  Fed- 
eral income  tax  refunds  to  collect  child  support  arrearages  from 
liable  absent  parents  pursuant  to  a  legal  support  obligation. 

And  the  incentive  payment  formula  will  be  revised  so  that  incen- 
tive payments  are  deducted  from  both  the  State  and  Federal  share 
of  collections,  rather  than  from  only  the  Federal  share  of  collec- 
tions. 

All  this  will  require  legislation,  however. 

Mr.  Porter.  This  then  has  a  much  higher  priority  than  it  had  in 
the  past,  given  this  new  proposed  legislative  program,  I  take  it. 
Secretary  Schweiker.  That  is  exactly  right. 

AID  FOR  SOVIET  REFUGEES 

Mr.  Porter.  Mr.  Secretary,  in  regard  to  refugee  assistance,  I 
understand  that  the  budget  for  1982  is  being  cut  from  about  a 
billion  dollars  to  $684  million  for  these  programs.  I  wonder  if  you 
could  tell  us  how  this  will  affect  the  aid  for  Soviet  refugees. 

Secretary  Schweiker.  Let  me  say  you  should  have  seen  the 
budget  first.  They  wiped  us  out  on  that  item,  Congressman.  I 
appealed  it  and  we  put  it  back  in.  So  we  anticipate,  given  the 
present  rate  of  emigration  from  the  Soviet  Union,  that  this  should 
not  impact  on  it  in  any  way. 

I  do  have  an  assurance  from  the  Office  of  Management  and 
Budget  that  if  our  calculations  are  wrong  and  if,  in  fact,  there  are 
changes  in  the  flow,  I  am  perfectly  able  to  go  back  and  request 
supplemental  funding.  Originally  there  was  a  substantial  reduction 
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in  this  area  and  we  had  that  restored.  It  is  restored  though  on  the 
basis  of  what  our  present  flow  of  refugees  is;  that  could  be  wrong 
or  right.  I  have  the  right  to  go  back  if  it  is  wrong. 

DISABILITY  INSURANCE  COSTS 

Mr.  Porter.  Thank  you. 

Could  you  describe  for  the  committee  what  the  Department  is 
doing  to  gain  some  control  over  the  explosion  of  costs  in  the  disabil- 
ity insurance  program? 

Secretary  Schweiker.  We  are  astounded  to  find  both  a  study  of 
our  own  and  a  GAO  study  concurring  that  we  have  had  error  rates 
as  high  as  20  percent  in  the  disability  program.  And  if  you  can 
project  those  costs  Department-wide,  and  I  am  not  sure  that  is  a 
fair  projection,  it  could  be  $2.5  billion. 

On  the  other  hand,  whether  it  is  fair  or  not,  there  is  tremendous 
loss  here  that  doesn't  need  to  occur.  So  we  are  proposing  several 
things. 

First  of  all,  we  are  going  to  refocus  some  of  our  investigations 
onto  the  disability  insurance  program.  We  feel  from  this  20  percent 
figure  we  can  justify  investigations  here  more  than  on  some  other 
areas.  So  we  are  going  to  concentrate  investigations  in  that  pro- 
gram and  away  from  other  programs  that  aren't  as  error-prone. 

Number  two,  we  are^  requesting  extra  personnel  to  increase  the 
number  of  investigations. 

Number  three,  we  are  making  very  specific  proposals  to  tighten 
requirements  for  disability  insurance  payments;  for  example,  re- 
quiring that  applicants  for  disability  have  had  employment  covered 
by  Social  Security  for  one  and  a  half  out  of  the  three  years  prior  to 
applying  for  disability  benefits. 

There  are  several  remedies  like  this  that  we  are  trying  to  apply 
but  it  is  a  very,  very  loose  situation.  We  are  trying  to  come  to  grips 
with  it.  I  have  talked  to  the  new  Social  Security  Commissioner- 
Designate  and  he  has  taken  this  problem  area  as  one  of  his  highest 
priorities. 

BLACK  LUNG  COMPENSATION 

Mr.  Porter.  Will  you  also  describe  your  Department's  difference 
in  approach  for  the  black  lung  compensatory  program;  which  also 
is  exploding  in  costs? 

Secretary  Schweiker.  Not  in  my  Department.  We  did  appeal  to 
OMB.  There  was  an  attempt  to  knock  out  the  indexing  feature  for 
black  lung  recipients.  Remember  that  black  lung  comes  under  two 
Departments,  under  my  Department  and  also  under  another  De- 
partment. But  there  is  no  change  in  terms  of  compensation  for 
black  lung  victims. 

We  paid  benefits  prior  to  1973,  and  then  after  1973  the  Labor 
Department  began  paying  benefits  for  it. 

Mr.  Porter.  So  it  is  the  Labor  Department's  problem,  mainly? 

Secretary  Schweiker.  What  is  that? 

Mr.  Porter.  It  is  the  Labor  Department's  probem  mainly,  I  take 
it? 

Secretary  Schweiker.  It  is  now. 
Mr.  Porter.  The  costs  explosion? 
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Secretary  Schweiker.  I  am  chairman  of  the  Cabinet  Council  on 
Human  Resources  and  that  problem  comes  under  me  as  chairman. 
We  are  going  to  have  to  deal  with  the  problem  in  some  way.  I  am 
not  sure  how  yet,  but  it  is  a  problem. 

Mr.  Porter.  Thank  you. 

EMERGENCY  RESPONSE  FUND 

Mr.  Natcher.  Mr.  Secretary,  why  is  it  necessary  to  establish  a 
special  emergency  response  fund  in  the  Public  Health  Service? 
Secretary  Schweiker.  A  special  what? 

Mr.  Natcher.  A  special  emergency  response  fund,  that  is  the 
way  it  is  decribed  in  the  justification. 

Secretary  Schweiker.  I  didn't  understand  what  the  program  was. 
That  is  the  one  for  CDC  for  special  medical  emergencies. 

For  example,  we  just  went  through  Mount  St.  Helens  and  I  guess 
you  could  look  at  the  Legionnaire's  disease  in  Philadelphia,  Penn- 
sylvania, as  the  kind  of  thing  that  happens.  The  trouble  is  that 
these  medical  emergencies  happen  and  we  don't  know  when  they 
happen,  what  their  extent  is. 

If  you  don't  have  money,  you  have  to  get  a  supplemental  while 
you  are  having  a  medical  emergency  and  when  people  need  help. 
We  feel  we  should  have  some  money  for  national  medical  emergen- 
cies. 

Mr.  Natcher.  I  believe  the  amount  is  $20  million;  why  not  5  or 
$10  million? 

Secretary  Schweiker.  Do  you  know  what  Mount  St.  Helens  cost 
us? 

Mr.  Natcher.  I  remember  at  one  time  $871  million;  you  and  I 
sat  in  the  conference. 

Secretary  Schweiker.  I  was  going  to  say  we  should  remember 
what  Senator  Magnuson  said  it  cost  out  there.  It  was  up  to  a 
billion  dollars,  as  I  recall.  I  can't  argue  too  much  about  the  size  of 
the  fund.  We  just  made  an  estimate  here.  But  the  problem  is,  as 
soon  as  something  else  breaks  out,  you  need  response  teams  there. 
You  should  have  it. 

We  can  certainly  look  into  that,  but  it  is  money  we  won't  spend 
unless  we  need  it,  I  assure  the  Chairman  of  that.  By  the  same 
token,  if  we  need  more,  I  guess  we  will  ask  for  more. 

LOW-INCOME  ENERGY  ASSISTANCE 

Mr.  Natcher.  Let's  take  a  look  at  low-income  assistance  for  a 
moment.  Last  year  Congress  allocated  $1,850  billion  for  low-income 
energy  assistance.  Are  you  satisfied  with  the  manner  in  which  the 
program  is  being  administered  in  the  current  fiscal  year,  1981? 

Secretary  Schweiker.  Considering  the  fact  that  it  was  put  into 
effect  late  and  that  there  was  a  late  problem  with  regulations,  I 
guess  I  would  say  that  the  regulation  phase  and  implementation 
phase  came  very  late. 

If  you  accept  that,  it  probably  is  doing  reasonably  well. 

Mr.  Natcher.  Now  the  winter  has  been  much  warmer  than 
anticipated  in  certain  sections  of  the  United  States.  Can  you  tell  us 
if  any  of  the  States  have  significant  unobligated  balances  in  their 
energy  program  at  this  time? 
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Secretary  Schweiker.  We  only  have  the  expenditure  reports 
from  the  States  for  the  first  quarter.  At  that  particular  time,  we 
had  very  little  information.  But  we  will  supply  it  for  the  record 
and  try  to  get  it  as  soon  as  we  can. 

[The  information  follows:] 

Low-Income  Energy  Unobligated  State  Balances 

State  expenditure  data  for  the  energy  program  for  the  second  quarter  of  fiscal 
year  1981  is  not  yet  available. 

When  we  have  complete  data  for  that  period,  we  will  meet  with  the  Subcommittee 
Staff  to  give  them  the  information  and  discuss  it  with  them. 

PHS  HOSPITALS 

Mr.  Natcher.  Under  Public  Health  Service  Hospitals,  Mr.  Secre- 
tary, your  budget  proposes  to  close  the  Public  Health  Service  Hos- 
pitals and  Clinics  and  to  repeal  the  merchant  seamen's  entitlement 
to  care.  Tell  us  why  you  view  the  seamen's  entitlement  as  inequita- 
ble and  why  the  Public  Health  Service  Hospitals  should  be  closed. 

Secretary  Schweiker.  Basically,  Mr  Chairman,  this  program,  as 
you  well  know,  started  back  in  the  1790's.  I  have  to  believe  it  is  the 
oldest  Federal  medical  care  program  we  have  in  existence.  It  was 
started  at  a  time  when  our  merchant  fleet  was  the  only  way  of 
operating  in  shipping.  I  think  it  started  when  port  cities  had  inad- 
equate medical  service  to  protect  the  public  form  communicable 
diseases  carried  by  our  merchant  seamen. 

It  has  grown  until  after  a  couple  of  hundred  years,  it  is  time  to 
reevaluate  the  situation  and  make  changes.  Since  we  have  Medi- 
care now  and  Medicaid,  we  have  other  ways  of  delivering  health 
care  to  people  in  this  category  that  weren't  available  before.  We 
feel  it  is  duplicating,  either  a  program  that  has  come  on  line  since 
1790,  or  it  is  giving  a  specific  group  of  people  special  benefits  that 
others  don't  have.  Therefore,  it  ought  to  be  eliminated. 

Mr.  Natcher.  Does  it  require  legislation  to  close  the  Public 
Health  Service  Hospitals,  Mr.  Secretary? 

Secretary  Schweiker.  It  does,  Mr.  Chairman. 

Mr.  Natcher.  Mr.  Early? 

1983  BUDGET 

Mr.  Early.  Thank  you. 

The  President's  economic  recovery  plan  proposes  substantial  re- 
ductions in  funding  for  both  1981  and  1982  in  your  department. 
However,  it  also  states  that  further  spending  reductions  affecting 
1983  and  subsequent  years  are  also  planned.  Will  there  be  further 
reductions  proposed  for  HHS  programs? 

Secretary  Schweiker.  I  just  went  through  the  wringer  once, 
Congressman.  I  am  not  sure  what  1983  and  1984  holds  for  me.  I 
have  seen  general  target  and  figures;  but,  to  be  honest  With  you,  no 
specific  figures  have  been  proposed  to  me  for  my  Department  or 
our  budget.  So  at  this  point,  we  have  no  conception  of  what  that 
will  entail  or  how  it  will  impinge  on  our  Department.  I  can't  shed 
any  light  because  I  honestly  don't  know. 
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UNINTENDED  ENTITLEMENT  BENEFITS 

Mr.  Early.  Fine,  that  is  encouraging.  One  of  the  criteria  for  the 
proposed  reductions  under  the  economic  recovery  plan  is  the  revi- 
sions of  entitlements  to  eliminate  unintended  benefits.  Did  any  of 
the  HHS  budget  fall  under  this  category?  If  so,  which  programs? 

Secretary  Schweiker.  When  you  say  unintended  benefits,  I  am 
not  quite  sure. 

Mr.  Early.  As  far  as  the  Administration  suggesting  that  some 
people  are  getting  benefits  when  it  really  wasn't  the  intent  of  the 
original  act  to  provide  these  benefits. 

Secretary  Schweiker.  I  think  a  good  illustration  of  that  would  be 
your  minimum  Social  Security  benefit.  For  example,  we  find  that 
one  of  the  larger  groups  that  gets  a  benefit  from  the  minimum 
benefit  are  Civil  Service  retirees.  Because  they  might  have  done 
some  work  in  the  private  sector  for  a  short  period  of  time,  they 
would  normally  only  get  a  $20  or  $30  payment,  but  instead  they  get 
the  $122  minimum  benefit  payment.  So  it  pays  somebody  who 
worked  in  another  pension  system  the  minimum  benefit,  rather 
than  a  lesser  amount.  We  feel  that  is  a  pretty  good  illustration  of 
an  unintended  benefit. 

I  think  another  case,  and  this  isn't  quite  what  you  have  in  mind, 
but  another  case  is  the  Social  Security  student  benefits.  I  think 
initially  that  was  an  intended  benefit,  no  question.  But  since  the 
intended  benefit  was  passed,  we  have  legislated  about  7  or  8  other 
programs  in  education,  BEOGS,  work-study  program,  supplemental 
grants,  State  incentive  grants,  guaranteed  student  loans  and  lend- 
ing institution  loans,  and  others. 

We  feel  that  the  major  responsibility  to  supply  money  for  needy 
students  should  be  shifted  to  these  other  programs.  Even  with  all 
the  cuts,  we  are  supplying  about  $11.5  billion  in  student  loans  and 
student  aid  this  coming  year.  We  feel  that  the  usefulness  of  the 
Social  Security  student  benefit  has  passed. 

Mr.  Early.  The  economic  recovery  plan  states  that  this  criteria 
was  also  applied  to  certain  aspects  of  the  "social  safety  net"  pro- 
grams that  "have  been  added  unnecessarily."  What  HHS  programs 
fell  into  this  category? 

Secretary  Schweiker.  You  mean  that  are  included  in  the  social 
safety  net? 

Mr.  Early.  Right,  as  far  as  being  included,  but,  in  the  Adminis- 
tration's opinion,  were  not  by  the  original  legislation  intended  to 
be  included? 

Secretary  Schweiker.  I  guess  one  answer  would  be  the  fact  that 
Social  Security  is  part  of  the  safety  net  programs.  However,  the 
student  benefits  and  minimum  benefits  were  not  part  of  the  origi- 
nal Social  Security  package. 

PUBLIC  HEALTH  SCHOOLS 

Mr.  Early.  Do  you  see  a  uniqueness  in  the  health  manpower 
subsidies  to  public  health — you  have  been  such  an  advocate  of 
preventive  medicine. 

Secretary  Schweiker.  When  you  say  public  health,  you  

Mr.  Early.  Public  Health  Schools. 

Secretary  Schweiker.  Public  Health  Schools? 
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Mr.  Early.  Yes,  as  far  as  you  are  cutting  back  on  the  capitation 
funds  here.  I  think  the  Public  Health  Schools  are  quite  different. 

Secretary  Schweiker.  Let  me  say  they  certainly  have  a  unique 
role.  That  is  why  we  funded  them  to  the  extent  we  have.  The  fact 
we  are  asking  for  funds  for  health  professions  loans  and  other 
scholarships  for  the  health  professions  I  think  still  recognizes  this 
uniqueness.  In  other  words,  the  answer  is  yes,  I  do  see  some 
uniqueness. 

I  think  the  difference  is  instead  of  requesting  funds  for  capita- 
tion grants,  we  prefer  to  fund  the  student  directly.  That  would  be 
the  thrust  of  our  health  manpower  proposals. 

MEDICAL  SCHOOL  TUITION  COSTS 

Mr.  Early.  Will  you  supply  for  the  record  as  far  as  the  Chair- 
man's question  on  health  manpower  with  regard  to  surplus  of 
doctors  and  nurses,  et  cetera,  where  you  see  something  like  it  in  the 
dental  schools,  schools  charging  $15,000  for  salary — for  tuition,  as  far 
as  how  we  are  going  to  address  that — do  this  for  the  record — how  do 
we  address,  not  the  supply  side  of  it,  but  how  is  the  middleclass 
student  going  to  get  into  that? 

Secretary  Schweiker.  I  would  like  to  make  one  point  that  wasn't 
as  clear  in  my  mind  last  year  as  it  is  now. 

We  all  see  the  high  tuition  rates  of  some  of  the  schools  in  the 
Washington,  D.C.  area.  We  read  about  that.  That  is  legitimate,  no 
question.  I  was  surprised  when  I  had  my  staff  do  some  research  on 
this. 

Do  you  know  that  for  the  1980-81  school  year,  33  percent  of  the 
medical  students  today  are  going  to  medical  schools  that  have  a 
tuition  rate  of  less  than  $2,000  a  year?  Another  25  percent  are 
going  to  schools  that  have  a  tuition  rate  of  $2,000  to  $4,000  a  year. 
What  I  am  saying  is  that  58  percent  of  our  medical  students  today 
are  going  to  medical  schools  that  have  less  than  $4,000  tuition. 

Now  that  is  no  earth-shaking  thing.  I  think  there  is  still  a  big 
problem  here.  Don't  misunderstand  what  I  am  saying.  I  think  we 
all  read  about  Georgetown,  George  Washington,  and  all  those 
schools  where  tuition  is  high.  But  when  you  find  that  nearly  60 
percent  of  our  students  are  spending  $4,000  or  less  on  tuition,  it  is 
not  quite  as  bad  as  the  headlines  here  and  as  the  local  schools 
would  have  you  believe.  It  is  still  serious. 

Mr.  Early.  I  would  be  interested  in  what  number  of  that  58 
percent  are  in  public  medical  schools. 

Secretary  Schweiker.  A  lot  of  them  would  be,  you  are  absolutely 
right. 

Mr.  Early.  Our  state  doesn't  have  them.  At  Tufts  Dental  School, 
tuition  is  running  in  excess  of  $12,000.  Does  the  Administration 
think  that  the  middle-class  youngster  is  going  to  be  able  to  attend 
that  type  of  school? 

Secretary  Schweiker.  I  would  agree  that  this  isn't  true  univer- 
sally. I  think  that  is  right;  that  is  why  we  have  to  have  a  program. 
On  the  other  hand,  I  do  not  think  anybody  has  the  picture  today 
that  60  percent  of  your  medical  students  pay  less  than  $4,000  a 
year  for  tuition. 

Mr.  Early.  I  have  to  say  I  am  shocked  at  that  number. 

Secretary  Schweiker.  I  am,  too. 
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Mr.  Early.  Of  the  127  medical  schools,  I  can't  identify  58  percent 
that  have  a  tuition  less  than  that. 

Secretary  Schweiker.  It  is  because  most  of  them  are  State-sup- 
ported institutions.  If  your  State  doesn't  have  one  

Mr.  Early.  We  have  one  that  falls  in  that  category.  But  Tufts, 
Harvard,  B.U,  are  certainly  in  the  $10,000  range. 

Mr.  Natcher.  Mr.  Conte? 

STARTUP  ASSISTANCE 

Mr.  Conte.  Mr.  Secretary,  I  realize  my  colleague  Joe  Early  asked 
you  some  questions  on  this,  but  I  would  like  to  follow  up.  I  hap- 
pened to  be  with  my  other  colleagues  on  the  El  Salvador  repro- 
gramming  meeting.  You  are  proposing  to  eliminate  the  start-up 
assistance  fund. 

I  am  sure  that  you  realize,  and  I  asked  previous  witnesses  on  the 
rescission  the  same  questions:  There  are  only  four  schools  in  the 
whole  country  receiving  these  funds  for  a  period  of  four  years,  and 
in  order  to  help  them  start  up  some  vital  educational  programs. 
Why  are  you  choosing  to  eliminate  these  grants  when  these  four 
schools  are  in  the  third  year  of  their  developing  stage? 

Secretary  Schweiker.  These  schools  got  caught  up  in  the  change 
in  signals,  Congressman  Conte.  To  quote  my  previous  quote,  we 
will  be  flexible. 

Mr.  Conte.  I  am  pleased  to  hear  that  because  one  of  the  schools 
that  I  am  particularly  interested  in  has  a  tremendous  potential  for 
this  program,  for  all  of  New  England  and  the  Northeast;  one  that 
Joe  and  I  worked  on,  Tufts  Veterinary  School;  we  never  had  a 
veterinary  school  in  all  of  New  England  and  only  two  in  the 
Northeast,  Cornell  and  University  of  Pennsylvania. 

I  think  of  all  the  requests  that  I  received  in  23  years  I  have  been 
in  Congress,  the  greatest  requests  from  students  is  trying  to  get 
into  veterinary  school.  Is  that  right? 

Mr.  Early.  Yes. 

Mr.  Conte.  For  New  England  anyway,  it  is  easier  to  get  into  a 
medical  or  dental  school  than  it  is  a  veterinary  school.  I  am 
pleased  to  hear  that.  I  want  to  congratulate  you.  I  have  a  volumi- 
nous amount  of  questions. 

I  want  to  tell  you  you  have  done  well.  I  am  proud  of  you.  I  was 
before  anyway. 

Secretary  Schweiker.  Thank  you. 

Mr.  Conte.  Off  the  record. 

[Discussion  off  the  record.] 

Mr.  Natcher.  Mr.  Livingston,  any  additional  questions? 

ABORTION 

Mr.  Livingston.  Just  one  short  one,  Mr.  Chairman. 

Mr.  Secretary,  in  the  last  few  years  we  have  seen  a  lot  of  contro- 
versy between  the  position  of  the  last  Administration  and  the 
position  of  Congress  and  in  fact  between  the  two  Houses  of  Con- 
gress over  the  abortion  issue,  Federal  funding  for  abortion..  I 
wonder  if  you  could  clarify  for  the  record  what  the  position  of  this 
Administration  is  going  to  be  with  respect  to  Federal  funding  for 
abortion,  Federal  funds  being  used  for  abortion  through  your 
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Department,  and  also  if  there  is  a  position  of  the  Department  on  the 
new  Hyde  Amendment  or  Hyde  human  life  statute? 
Secretary  Schweiker.  Yes,  Congressman. 

In  the  language  for  the  bill  that  was  sent  up  to  the  Congress 
from  our  Department,  we  proposed  the  original  Hyde  Amendment, 
life  of  the  mother  exception.  That  is  my  position  as  Secretary;  it  is 
the  Department's  position;  it  is  the  President's  position. 

On  the  new  bill  that  you  are  talking  about — in  terms  of  when 
life  begins — I  support  the  new  bill.  I  think  the  Department  sup- 
ports it;  I  believe  the  President  supports  it. 

Mr.  Livingston.  Thank  you  very  much.  Again  I  wish  you  well. 

Mr.  Natcher.  Mr.  Porter? 

Mr.  Porter.  What  about  the  exceptions  for  rape  and  incest  that 
obtained  in  the  last  amendment? 

Secretary  Schweiker.  We  subscribe  and  support  the  original 
Hyde  Amendment.  Obviously  with  that  original  Hyde  Amendment, 
you  can  still  take  a  morning-after  pill  or  have  a  D&C.  So  there  is 
some  flexibility  even  with  that  particular  proposal,  but  we  support 
the  original  Hyde  language. 

Mr.  Natcher.  Mr.  Secretary,  we  want  you  to  know  that  we 
appreciate  your  appearance  before  our  committee  in  behalf  of  your 
budget  request.  This  has  been  a  good  hearing,  and  we  want  you  to 
know  that  we  appreciate  it. 

The  committee  will  now  adjourn  until  10  o'clock  in  the  morning. 

[The  following  additional  questions  were  submitted  by  members 
of  the  committee:] 
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IMPACT  ON  MIGRANT  WORKERS 
Mr.  Roybal:     One  of  the  populations  most  in  need  in  this 
country  is  the  migrant  workers.     Migrant  families,  and  especially 
their  children,  have  been  shown  to  be  more  at  risk  in  such  areas  as 
incidence  of  childhood  diseases  and  accidental  deaths.     Hew  does 
the  block  grant  program  propose  to  deal  with  the  health  problems  of 
a  population  that  does  not  reside  in  any  one  state? 

Secretary  Schweiker:     Much  has  been  achieved  in  recent  years 
to  raise  public  understanding  concerning  the  special  health  care 
needs  of  migrant    populations.     Categorical  programs  have  expanded 
our  capacity  to  treat  migrants  and  have  demonstrated  the  benefits 
of  providing  health  care  to  these  populations.     Under  the  block 
grant  mechanism,  it  will  be  the  responsibility  of  each  state  to 
determine  which  population  subgroups,  including  migrants,  are 
deserving  of  public  health  assistance.     We  are  hopeful  that 
states  will  continue  to  support  migrant  health  services. 


SUDDEN  INFANT  DEATH 

Mr.  Roybal;     In  the  area  of  Health  Services,  you  proposed  to 
consolidate  such  programs  as  Sudden  Infant  Death  Syndrome (SIDS)  into 
a  Health  Services  Block  Grant.     Over  the  years  I've  been  very  inter- 
ested in  SIDS  and  would  question  the  assumption  that  the  states  would 
provide  the  services  the  federal  government  is  now  providing.  Some 
states  may  not  have  enough  resources  to  provide  the  present  services. 
What  is  the  justification  for  consolidation  of  such  a  program?  Is 
the  Administration's  position  that  the  Federal  government  has  no 
role  in  providing  such  services  to  families  that  have  experienced  a 
Sudden  Infant  Death? 

Secretary  Schweiker:     Under  the  block  grant,   it  will  become 
the  responsibility  of  each  state  to  determine  the  appropriate  funding 
levels  for  several  current  categorical  programs,  including  the 
Sudden  Infant  Death  Syndrome  (SIDS)  program.     We  believe  that  the 
states  have  a  vested  interest  in  maintaining  worthwhile  programs. 
We  also  believe  that  each  state  should  have  the  managerial  and  policy 
flexibility  to  allocate  block  grant  funds  according  to  their  most 
pressing  health  needs.     Depending  on  each  state's  determination  of 
those  needs,  this  could  result  in  higher  or  lower  funding  levels 
for  SIDS  programs. 
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RECRUITING  MINORITY  BIOMEDICAL  PERSONNEL 

Mr.  Roybal:  What  is  NIH's  position  on  recruiting  and  training 
minority  biomedical  personnel? 

Mr.  Schweiker:     The  NIH  has  developed  and  implemented  several 
programs  and  support  activities  that,  In  the  aggregate,  provide  a 
continuum  of  opportunities  for  ethnic  and  racial  minorities  to  enter 
Into  and  participate  in  the  mainstream  of  biomedical  research. 
These  include  the  Minority  Biomedical  Support  (MBS)  Program  admin- 
istered by  the  Division  of  Research  Resources;  the  Minority  Access 
to  Research  Careers  (MARC)  Program  administered  by  the  National 
Institute  of  General  Medical  Sciences;  and  the  NIH  Cooperative 
Minority  Programs  supported  collectively  by  nine  Institutes.  To- 
gether, the  MBS  and  MARC  programs  cover  a  wide  range  of  objectives, 
such  as  supporting  research,  motivating  and  preparing  undergraduate 
and  graduate  students,  and  improving  the  research  capability  for 
faculty.    The  NIH  Cooperative  Minority  Programs  provide  the  founda- 
tion for  significant  and  steady  advances  in  the  entry  into,  and 
participation  of  minorities  in  the  Institutes'  sponsored  research. 
In  FY  1980,  the  nine  institutes  currently  participating  in  these 
programs  contributed  approximately  $5  million  for  the  support  of 
minority  research  via  this  mechanism. 

Further,  the  NIH  has  a  separate,  categorical  minority  program — 
the  Minority  Hypertension  Research  Development  Summer  Program,  ad- 
ministered by  the  National  Heart,  Lung,  and  Blood  Institute,  which 
emphasizes  the  development  of  doctoral  and  postdoctoral  minority 
scientists  in  hypertension  research,  prevention,  control,  and 
education. 

In  1977,  the  NIH  initiated  the  Extramural  Associates  Program. 
Under  this  program,  the  NIH  invites  key  scientist  administrators,  on 
a  competitive  basis,  to  spend  several  months  at  the  NIH.    At  the 
completion  of  their  tenure,  they  return  to  their  sponsoring  institu- 
tions to  become  valuable  resources,  capable  of  providing  timely 
information  for  faculty,  students,  and  administrators  about  the  best 
ways  of  entering  and  participating  in  biomedical  research. 

Two  recent  NIH  initiatives  include  the  Summer  Research  Appren- 
ticeship Program  for  Minority  High  School  Students,  begun  by  the 
Division  of  Research  Resources  during  the  summer  of  1980;  and  the 
new  Predoctoral  Individual  Fellowship,  under  the  MARC  program  of 
NIGMS,  announced  in  January  1981.    The  former  program  is  designed  to 
interest  minority  high  school  students  in  health  science  careers; 
the  latter  supports  predoctoral  training  of  the  graduates  of  the 
MARC  Honors  Undergraduate  Research  Training  Program. 

The  NIH  has  also  made  a  concerted  effort  to  increase  the  parti- 
cipation of  minority  scientists  in  activities  related  to  its  peer 
review  process.    NIH  efforts  have  resulted  in  dramatic  increases 
(from  3.4  percent  in  1971  to  10  percent  in  1979)  in  the  number  of 
minority  scientists  serving  on  our  public  advisory  groups.  Such 
efforts  are  now  further  helped  by  a  centralized,  computer-based  file 
of  minority,  women,  and  handicapped  scientists  with  expertise  appro- 
priate for  service  on  NIH  advisory  groups,  committees,  and  project 
site  visits.    Along  similar  lines,  NIH  also  maintains  a  careful 
overview  of  the  progress  and  participation  of  minorities,  women,  and 
new  investigators  in  applying  for  and  receiving  grant  awards. 
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All  BIH  programs  and  support  activities  directed  toward  special 
needs  of  minorities  contain  a  significant  measure  of  support  for 
members  of  the  Hispanic-American  community.     In  FY  1930,  for 
instance,  more  than  S5  million  was  awarded  under  the  auspices  of  the 
M3S  Program  to  17  institutions  having  significant  enrollments  of 
Hispanic  students.     Involvement  of  Hispanics  in  this  program  has 
been  encouraged  in  recent  years,   but  particularly  strongly  in  1981, 
when  MBS's  Annual  Symposium  was  held  in  Albuquerque,  Hew  Mexico. 

Further,  the  NTH  undertakes  special  NIH-wide  efforts  directed 
toward  Hispanic-Americans.     They  are  designed  to  explore  with 
Hispanics  their  concerns,   and  provide  advice  and  assistance  about 
Federal  sponsorship  of  biomedical  research.     For  instance,  in 
September  1973,  BIB  and  the  Alcohol,  Drug  Abuse,  and  Mental  Health 
Administration  'ADAMHA)  held  a  joint  workshop  on  health  research 
with  and  for  Hispanics ,   at  which  the  mos  t  critical  health  issue;  of 
Hispanics  were  explored  and  recommendations  and  suggestions  for  the 
future  were  developed.     These  included  increasing  the  numbers  of 
Hispanic-American  scientists,  and  drawing  more  young  people  into 
biomedical  research.     On  November  20-22,  1980,  13  BIB  components 
jointly  supported  a  national  conference  convened  by  the  Society  for 
Advancement  of  Chicanos  and  Native  Americans  in  Science  ( SAQiAS) - 
At  this  conference,  attended  primarily  by  Hispanic  students  and 
scientists,   the  participants  explored  relevant  areas  of  biomedical 
research  and  its  impact  on  Hispanic  and  Indian  c ocmunities .  On 
April  22-24,  1951,   the  NIH  is  sponsoring  a  conference  in  which  rep- 
resentatives from  12  NTH  components  and  from  the  American  Associa- 
tion for  the  Advancement  of  Science  ( AAAS )  will  address  the  problem 
of  the  underrepresentation  of  Puerto  Rlcans  in  science  and  bio- 
medicine.     Additional  special  efforts  are  also  being  made  on  behalf 
of  the  University  of  Puerto  Rico.     On  April  1-3,   1981,  the  NIH 
arranged  a  high  level  staff  visit  to  the  Medical  Sciences  Campus  to 
explore  the  current  research  activities  at  the  University  and  to 
identify  the  most  promising  areas  for  expansion.     This  special 
effort  will  be  continued  by  generating  further  collaboration  between 
the  individual  NTH  Ins titutes.  and  the  University. 
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Mr.  Roybal:     :         I've  read  in  several  news  articles  that 
the  problem  of  placing  the  remaining  Cuban  refugees  in 
refugee  camps  such  as  Fort  Chaffee  is  grave.     In  fact, 
I've  been  told  that  the  morale  of  these  refugees  is  at  a 
new  low  and  many  of  them  are  giving  up  hope.     What  is  the 
present  situation  at  the  refugee  camps?     How  many  Cuban 
refugees  who  came  over  last  year  are  still  at  the  camps? 
For  the  record,  what  is  the  rate  of  placement  for  the 
present  camp  residents?    What  are  the  estimates  of  those 
that  we  won't  be  able  to  place?    What  plans  are  being 
developed  to  deal  with  those  refugees  who  can't  be  placed 
through  social  or  church  organizations? 

CUBAN  REFUGEES 

Sec.  Schweiker:    As  of  April  28,   19  81,   approximately  2,400 
Cubans  remain  at  Fort  Chaffee  out  of  the  125,000  who 
arrived  in  the  U.S.   last  year.     The  rate  of  resettlement 
has  been  steady  over  the  last  three  months,  averaging  30 
a  day. 

Based  on  individual  assessments  conducted  at  Fort 
Chaffee,  the  Cuban-Haitian  Task  Force  and  the  Voluntary 
Agencies   (Volags)   identified  Cubans  with  mental,  physical 
or  social  problems  who  were  not  ready  for  immediate  place- 
ment into  a  community.     These  Cubans  could  not  be  resettled 
^through  the  traditional  voluntary  sponsorship  mechanisms 
because  they  requiretd  either  structured  transitional  living 
arrangements  such  as  group  homes  and  halfway  houses  or 
longer-term  institutional  care. 

The  Task  Force  has  been  working  to  match  the  particu- 
lar needs  of  the  Cubans  with  the  capabilities  of  interested 
sponsoring  organizations.     Before  a  special  placement  is 
arranged,  members  of  the  Task  Force  visit  the  potential 
site  and  review  precisely  what  services  the  sponsor  would 
be  able  to  provide  to  Cubans  with  specific  problems.  The 
placement  is  subsequently  monitored  to  see  that  those 
services  are,  in  fact,  provided.     It  is  estimated  that 
1,200  Cubans  will  require  transitional  or  institutional 
placements;   another  1,200  will  be  resettled  through  the 
Volags  and  other  social  organizations  directly  to  sponsors 
or  through  special  placement  projects. 

As  the  population  of  Fort  Chaffee  dwindles,  the 
entrants  who  have  not  yet  been  sponsored  are  understand- 
ably experiencing  greater  frustration  and  discouragement. 
However,  the  Task  Force  and  the  Volags  remain  committed 
to  finding  appropriate  sponsorship  arrangements  for  all 
the  remaining  population. 
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AFDC 

Mr.  Roybal:     In  the  area  of  AFDC,   you  proposed  to  count  the  income  of  all 
household  members   in  determining  AFDC  eligibility.     Aren't  we  adopting  a  policy 
that  adversely  affects  those  population  groups  with  large  extended  families?  Isn' 
this  policy  basically  anti-family  in  that  it  encourages  breakup  of  low-income 
families  who  cannot  afford  to  have  relatives  living  with  them  if  no  AFDC  benefit 
is  available? 

Secretary  Schweiker:     The  new  proposal  is  to  count  the  income  of  stepparents 
or  any  other  unrelated  person  living  in  the  same  home  with  the  AFDC  family,  unless 
the  person  is  paying  full  market  value  for  the  room  or  room  and  board  provided. 

This  proposal  is  designed  to  prevent  those  situations  in  which  the  children 
receive  AFDC  even  while  they  are  an  integral  part  of  a  family  situation  with  sub- 
stantial income.     Under  the  proposal,  adequate  disregards  are  provided  to  prevent 
adverse  effects  on  extended  families  and  other  households  who  are  in  need  of  publi 
assistance.     The  proposal  specifies  that  an  amount  be  disregarded  for  the  non- 
AFDC  member's  needs,  work  expenses  and  dependents  who  are  not  included  in  the  AFDC 
unit.     Further,  the  current  provision  on  proration  for  related  family  members 
would  be  amended  to  preclude  the  proration  with  regard  to  persons  to  whom  this 
proposal  applies.  ». 


SCHOOLS  OF  PUBLIC  HEALTH 

Mr.  Roybal.     The  Schools  of  Public  Health  produce  public 
health  professionals  who  primarily  serve  in  public  health 
departments  and  in  the  preventive  health  fields.    What  was  the 
rationale  for  the  Administration  deleting  all  institutional 
assistance  to  these  schools? 

Secretary  Schweiker.     Schools  of  public  health  are  only  a 
part  of  the  public  health  training  establishment  and  we  are  not 
sure  that  continuation  of  an  entitlement  program  (capitation  or 
institutional  formula  grants)  is  essential  to  maintain 
enrollments.  Federal  funds  are  being  applied  to  specific 

problems  in  public  health  education  through  project  grants. 
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SOCIAL  SCIENCE  RESEARCH 


Mr.  Roybal;    In  the  Alcohol,  Drug  Abuse,  and  Mental  Health  Ad- 
ministration, the  Administration  has  moved  away  from  funding 
social  science  research.    I  am  very  concerned  about  this  policy. 
What  role  do  you  see,  Mr.  Secretary,  for  social  science  research 
in  the  fields  of  drug  abuse  and  mental  health? 

Secretary  Schweiker:    In  developing  a  definition  of  "social  re- 
search," it  was  our  intention  to  find  criteria  which  would  exclude 
research  that  is  merely  directed  at  social  issues  and  does  not 
attempt  to  elucidate  problems  central  to  an  understanding  of 
mental  illness  and  substance  abuse.    Areas  in  which  new  research 
is  relevant  to  clinical  health  problems  will  continue  to  be 
supported. 

Specifically,  enphasis  will  continue  to  be  placed  on  investiga- 
tions that  are  clearly  related  to  (1)  the  prevalence,  diagnosis, 
etiology,  prediction,  or  treatment  of  drug  abuse,  alcoholism,  or 
alcohol-related  health  problems,  or  mental  illness  or  emotional 
disorders;  (2)  other  health  consequences  of  these  problems,  or 
(3)  the  factors  that  serve  to  prevent  mental  illness  and  substance 
abuse  or  to  foster  mental  health.    Research  investigations  that 
will  not  be  supported  unless  clearly  focused  on  the  above  areas 
of  emphasis  include  studies  of  (1)  large  scale  conditions  or 
problems  (e.g.,  poverty,  unemployment,  inadequate  housing  and 
slums,  divorce,  day  care  arrangements,  accidents,  and  criminal 
behavior);  (2)  animal  ethnology;  (3)  minority  status  and 
minority-majority  relationships;  (4)  the  structure  and  function- 
ing of  groups,  institutions  or  societies;  (5)  social  roles  and 
career  determinants  of  men  and  women;  (6)  decision-making  models; 
(7)  attitude  formation;  and  (8)  the  legal  or  educational  systems. 

We  feel  that  by  focusing  our  research  program  in  this  way,  we 
will  be  supporting  that  research  most  directly  relevant  to 
alcohol,  drug  abuse  and  mental  health  problems.    Such  focusing 
must  be  done  to  help  address  the  nation's  current  economic 
situation. 


141 


STAFFING  REDUCTIONS 

Mr.    Roybal:  In  your  statement  before  this  Subcommittee, 

Mr.  Secretary,  you  state  that  you  expect  to  decrease  the  staff  by 
8,900  by  the  end  of  1982.    What  actions  will  you  be  taking  to  ensure 
that  minorities,  such  as  Hispanics,  who  in  many  cases  have  been  the 
last  ones  hired,  aren't  the  first  affected  by  a  reduction  in  force? 

Sec. Schweiker: After  determinations  are  made  concerning  which  programs 
must  be  reduced  or  eliminated,  it  is  necessary  to  abolish  positions 
associated  with  those  programs.    When  an  incumbered  position  is 
abolished,  the  Reduction-in-Force  (RIF)  process  begins.    The  RIF 
process  is  controlled  by  Part  351  of  the  Office  of  Personnel  Manage- 
ment's regulations.    These  regulations,  and  the  Veteran  Preference 
Act  which  they  implement,  require  that  length  of  service  be  one  of 
the  factors  which  determines  employee  retention  rights.    The  law  and 
regulations  do  provide  greater  protection  to  employees  with  longer 
service.    Thus,  it  is  likely  that  a  relatively  high  percentage  of 
employees  who  have  been  recently  hired  will  face  separation.  However, 
other  factors  such  as  veteran  preference,  tenure,  and  performance 
play  a  part,  so  many  recently  hired  employees  will  not  necessarily  be 
separated. 

There  is  no  way  at  this  time  that  we  can  predict  the  effects  of 
reductions  in  force  on  any  particular  group.  But,  we  can  assure  you 
that  any  necessary  RIFs  will  be  conducted  in  conformance  with  appli- 
cable laws  and  regulations. 

As  soon  as  we  have  identified  the  employees  who  will  be  affected, 
we  intend  to  make  efforts  to  provide  placement  opportunities  for 
those  who  face  separation.    Of  course,  Hispanic  employees,  like  all 
other  employees,  will  be  able  to  avail  themselves  of  these  opportuni- 
ties. 

HISPANIC  EMPLOYMENT 

Mr.  Roybal;  what  is  the  present  percentage  of  Hispanic 

employees  in  the  Department  of  Health  and  Human  Services? 

Sec.Schweiker:4%  of  the  Department's  employees  are  Hispanic. 

Mr.  Roybal:  what  is  your  policy,  Mr.  Secretary* for  bringing 

qualified  minorities  such  as  Hispanics  into  the  Department?  How 
many  Schedule  C  positions  are  there  in  HHS?    How  many  Hispanics  are 
there  in  these  positions? 

Sec.SchweikertThis  Department  has  an  aggressive  minority  recruitment 
program.    Our  outside  executive  recruitment  search  plan  includes  over 
50  minority  sources,  including  nine  Hispanic  Sources.    I  have 
attached  a  copy  of  the  Hispanic  Sources. 

Additionally,  we  have  contracted  with  National  Image,  Inc., 
Vacancy  Outreach  Service  of  Arlington,  Virginia.    Under  the  terms  of 
the  contract,  this  firm  maintains  a  talent  bank  of  Hispanic  candi- 
dates and,  upon  request,  refers  qualified  Hispanic  prospects  for 
positions  at  all  levels. 

There  are  162  Schedule  C  positions  in  the  Department  of  Health 
and  Human  Services.    One-hundred  and  thirty-two  of  these  are  permanent 
positions  and  30  are  temporary  positions.    Twenty-eight  of  the 
permanent  positions  and  all  of  the  temporary  positions  are  filled. 
Hispanics  encumber  two  of  the  permanent  positions  but  none  of  the 
temporary  positions. 
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HISPANIC  REPRESENTATIVES 


American  Gl  Forum 


IMAGE 


Tony  Morales 
Cho i  rman 
2810  South  Port 
Corpus  Ch  r  i  s  t  i , 


Avenue 
Texas 


78^05 


Baltasar  Luna 

National  President 
C 1  I  3   Dee  rwood  Drive 
St.    Louis,  Missouri 


63123 


Mexican  American  Legal' 
Defense  and  Educational 
Fund  (MALDEF) 


Al  Perez 
Cha  i  rpe  r son 
1028  Connecticut 
Suite  716 

Wash  i  ns  t  on  ,   D  .  C 


Avenue,   N  .  V/ 


20036 


Mexican  American  Women* 
National  Organization 
(MANA) 


Elisa  Sanchez' 
Cha  i  r  pe  r  son 
P.O.   Box  23656 
LVEnfant  Plaza  Station 
Washington,   D.   C.  2002*1 


National   Conference  of 
Puerto  Rican  Women 
(NAC0PRW) 


Ca rmen  Mon roe 
Cha  i  rperson 
P.  0.  Box  hBoU 
Cleveland  Park  Station 
Washington,   D.   C.  20008 


SER 


ASPIRA 


Puerto  Rican  Forum 


National   Council   of  La  Raza 


Victor  Munoz 

National   Press  Building 

Suite  k7*i 

Washington,   D.   C.  2002*1 

Ernesto  Lopcrcna 
Executive  Director 
1201   Connecticut  Avenue,  N 
Washington,   0.   C.  20036 


Manuel  Bustclo 
Executive  Director 
21*i  Mercer  Street 
New  York,  New  York 
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PSRO  PHASE  DOWN 


Mr.  Royhal :    I've  received  numerous  mail  and  visits  from  concerned 
physicians  about  the  phase- out  of  the  PSROs  (Professional  Standards 
Revi ew  Organizations) .    They  are  quite  concerned  that  a  phase-out  of 
PSROs  will  cause  an  escalation  of  health  costs,  especially  in  the 
area  of  Medicare.    What  specific  plans  does  the  Admi  nistration  have 
for  replacing  PSROs  given  that  most  of  the  evidence  indicates  that 
hospital,  intermediary,  and  State  review  costs  as  much  as  or  more 
than  PSRO  review? 

Mr.  schveiker:  The  phase-out  of  Federal  support  for  PSROs  has  raised 
concern  that  there  will  be  an  escalation  of  health  costs.  Where 
PSROs  have  shown  impact,  it  has  been  to  reduce  unnecessary 
utilization,  and  thus  act  as  a  force  to  contain  health  care  costs. 
It  should  be  noted  that  many  different  factors  contribute  to  rising 
health  care  costs  beyond  unnecessary  utilization.  The 
administration's  concern  with  dealing  with  the  broader  spectrum  of 
rising  health  care  costs  is  seen  in  our  commitment  to  the 
competitive  approach  to  financing  health  care.  J 

It  is  recognized  however,  that  unnecessary  utilization  does 
increase  Medicare  and  Medicaid  costs.    PSROs  that  have  been 
effective  in  reducing  utilization  are  not  meant  for  phaseout  at 
present.    We  are  proposing  to  terminate  those  projects  that  have  not 
shown  sufficient  impact.    Where  the  PSRO  has  not  had  any  notable 
impact  on  utilization,  we  believe  there  will  be  no  notable  change  in 
utilization  following  termination.    Similarly,  the  absence  of  these 
PSROs  will  not  "cause  an  escalation  of  health  costs". 

The  Administration  does  not  intend  to  replace  PSRO  review  with 
its  predecessor,  Utilization  Review  (UR),  or  with  a  comprehensive 
intermediary  review  system.    Cost  Savings  from  the  phase-out  of 
PSROs  are  not  to  be  substituted  with  expenditures  associated  with 
engendering  yet  another  review  system.    In  the  absence  of  both  PSRO 
and  UR,  intermediaries  already  have,  through  the  patient  bill,  gross 
utilization  data  which  can  be  used  to  identify  problem  areas.  Once 
a  problem  area  is  identified,  the  intermediary  has  a  range  of 
options,  including  more  intensive  case  reviews,  seeking  cooperation 
of  the  facility,  and  payment  denial  of  either  past  or  future  cases. 
While  the  intermediary's  efforts  would  not  be  as  comprehensive  as  a 
PSRO's,  we  are  confident  that  notable  problems  in  utilization  will 
not  go  undetected,  and  that  once  identified,  the  intermediary  can 
and  will  take  steps  to  correct  the  problem,  thus  checking  program 
costs  that  relate  to  unnecessary  utilization. 
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Mr.  Roybal :    By  phasing  out  the  PSRO  program,  aren't  we  being 
short-sighted  in  ignoring  the  local,  prof  ess  ionally  managed, 
successful  control  systems  that  have  been  implemented  as  a  result  of 
Federal  support  of  the  PSRO  program? 

Mr.Schweiker :    The  scheduled  phase-out  of  the  PSRO  program  does  not 
ignore  the  fact  that  some  PSROs  are  professionally  managed, 
successful  control  systems.    These  successful  PSROs  are  being 
maintained  until  at  least  1984  to  give  them  sufficient  time  to  make 
the  transition  from  Federal  funding  to  private  support.  These 
PSROs,  that  now  contribute  to  improving  the  quality  of  care,  will  be 
continued  through  this  private  support  as  the  competitive  system 
emerges . 

It  is  the  Adni  ni  strati  on' s  intent  to  keep  those  effective  PSROs  in 
operation,  in  order  to  possi bly  fulfill  an  anticipated  need  in  the 
private  sector,  under  competition.    Rather  than  being  short-sighted, 
the  phase  down  of  PSROs  through  termination  of  poor  performing  PSROs 
is  meant  not  only  to  respond  to  tighted  Federal  expenditures,  but 
also  to  pare  down  the  PSRO  program  to  those  that  can  truly 
contribute  in  the  future. 
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PROGRAM  REDUCTIONS 
Mr.  Early:     The  13.4  percent  (reduction)   in  other 
non-defense  programs  —  is  that  the  reduction  from 
the  January  budget  request  or  from  the  so-called 
current  services  budget? 

Secretary  Schweiker:     The  13.4  percent  reduction  is 
not  based  on  the  current  services  budget,  but  is  the 
decrease  between  the  January  FY  1982  President's 
budget  and  the  March  Revised  FY  1982  President's 
budget. 

HHS  BUDGET  INCREASES 
Mr.  Early:     The  budget  documents  indicate  that  the  FY 
1982  HHS  budget  will  increase,  and  account  for 
approximately  54  percent  of  the  total  increase  in 
spending  over  FY  1981. 

a.  What  portion  of  this  increase  is  in  the  non- 
con  troll able s? 

b.  What  is  the  increase  in  discretionary  programs? 

Secretary  Schweiker:     Ninty-five  percent  of  the  FY  1982 
budget  increases  over  the  FY  1981  level  will  be  in 
non-controllable  programs.     Five  percent  of  the 
increases  will  occur  in  controllable  programs. 

Mr.  Early:     You  have  stated  the  increase  in  the 
HHS  budget  from  FY  81   to  FY  82  equals  $21. IB,  How 
does  the  FY  82  revised  request  compare  to  the 
FY  80  appropria tons  level?     The  FY  81  Continuing 
Resolution  level? 

Secretary  Schweiker:     The  FY  1982  revised  request  is 
53.4  billion  higher  than  the  FY  1980  actual  level  and 
$20.2  billion  higher  than  the  FY  1981  Continuing 
Resolution  level. 

Mr.   Early:     Of   this  $21. 7B  increase,  what  percentage 
increase  is  attribitable  to  so-called  un-controll- 
ables . 

Secretary  Schweiker:     Ninty-five  percentage  of  this 
increase  is  for  entitlement  or  "un-con trollable" 
programs . 

Mr.   Early:     You  have  stated   that  while  total  non- 
defense  spending  excluding  HHS  would  be  reduced 
by  more  than  13  percent  next  year,  HHS  spending  would 
be  reduced  by  3.5  percent. 
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a.  What  percentage  of  this  reduction  is  in  HHS  discretionary 
programs?  In  the  so-called  "non-controllables"? 

b.  What  would  the  reduction  be  if  Medicare  were  excluded? 
Secretary  Schweiker: 

a.    If  all  discretionary  reductions  are  netted  against  all 
discretionary  increases  and  all  entitlement  reductions 
are  netted  against  all  entitlement  increases,  one-fourth 
of  the  total  dollar  amount  of  this  3.5  percent  decrease 
is  in  the  discretionary  programs  and  three-fourths  of  the 
decrease  occurs  in  entitlement  programs. 


b.  If  Medicare  were  excluded  from  these  calculations  the 
total  reduction  would  be  3.8  percent  or  approximately 
$8  billion. 
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BLOCK  GRANTS 

Mr.  Early:    The  budget  proposes  the  consolidation  of  over  forty 
existing  categorical  health  and  social  service  programs  into  four 
block  grants:    Health  services,  preventive  health,  social  services, 
and  energy  and  emergency  assistance.    What  existing  categorical 
programs  will  be  included  in  each  of  these  block  grant  proposals? 

Secretary  Schweiker: 


Health  Services 

o   Primary  Health  Care  Centers 

o   Primary  Care  Research  and 
Demonstrations 

o   Black  Lung  Clinics 

o   Migrant  Health 

o   Home  Health  Services 

o   Maternal  and  Child  Health 
Services 

o   Maternal  and  Child  Health/ 
Supplemental  Security  Income 
Disabled  Children's  Services 

o  Hemophilia 


o    Mental  Health  Services 

o    Drug  Abuse  Community 
Projects 

o  Drug  Abuse  Grants  to  States 

o  Alcoholism  Community  Projects 

o  Alcoholism  Grants  to  States 

o  Emergency  Medical  Services 

o   Sudden  Infant  Death 
Syndrome 


Mr.  Early:  The  President's  Economic  Recovery  Plan  proposes 
subtantial  reductions  in  funding  in  both  Fiscal  Year  1981  and 
Fiscal  Year  1982  for  programs  under  the  Department  of  Health  and 
Human  Services.  However,  it  also  states  that  further  spending 
reductions  affecting  1983  and  subsequent  years  are  also  planned. 
Will  there  be  further  reductions  proposed  for  HHS  programs?  Can  you 
give  us  some  idea  of  the  magnitude  of  these  reductions?  In  what 
areas  might  you  recommend  further  reductions?  Will  reductions  be 
proposed  in  the  so-called  "safety  net"  programs? 

Secretary  Schweiker:  It  is  clear  that  there  will  need  to  make  some 
further  reductions  in  federal  programs  in  order  to  control  federal 
spending  and  achieve  a  balanced  budget.  Balancing  the  budget  is 
difficult  and  HHS  programs  as  well  as  all  others  are  undergoing 
close  scrutiny  to  identify  further  opportunity  for  savings. 
Until  the  Department  and  the  Administration  complete  this  review, 
however,  it  is  not  possible  to  know  where  the  reductions  will  be 
made. 
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Mr.  Early:  The  economic  recovery  plan  states  that  elimination  of 
unintended  benefits  was  a  criterion  applied  to  certain  aspects  of 
"social  safety  net"  programs  that  "have  been  added  unnecessarily." 
What  HHS  programs  fall  into  this  category?  Would  you  identify 
the  unnecessary  additions  you  feel  were  made? 

Secretary  Schweiker:    We  believe  that  the  following  provisions  of 
programs  administered  by  DHHS  provide  benefits  that  can  no  longer  be 
justified  as  essential  for  the  "social  safety  net": 

o  Adult  Student's  Benefits  —  Since  the  inception  of  these 
benefits  in  1965,  a  number  of  programs  have  been  established 
that  provide  educational  assistance  for  post-secondary 
students  based  on  their"  individual  and  family  financial 
circumstances.  Such  programs  are  a  more  appropriate 
source  of  educational  assistance  for  financially  needy 
students. 

o  Statutory  Minimum  Benefit  —  This  benefit  provides  substan- 
tial windfalls  for  short  service  workers  and  it  may  replace 
many  times  the  pre-retirement  earnings  of  such  workers. 
Moreover,  the  benefit  provides  an  unintended  windfall  for 
dual  career  non-covered  workers,  particularly  Federal 
workers,  who  are  entitled  to  a  pension  based  on  Federal 
employment  and  to  social  security  based  on  other  covered 
employment. 

o  The  "$30  and  1/3  Rule"  in  AFDC  —  In  determining  an  AFDC 
benefit,  $30  of  earnings  are  deducted  from  countable  income 
as  work  expenses  plus  1/3  of  remaining  earnings.  This 
provision  was  intended  to  provide  a  short-term  incentive 
for  the  recipient  to  return  to  or  enter  the  labor  force.  It 
was  not  meant  to  provide  a  mechanism  for  long-term  additional 


income  supplementation. 


Health  Promotion 


o   High  Blood  Pressure  Control 


o 


Health  Incentive  Grants 


o    Risk  Reduction  and  Health 
Education 


o 


Venereal  Disease 


o  Flouridation 


o 


Rat  Control 


o    Lead-Based  Paint  Poisoning 
Prevention 


o 


Genetic  Diseases 


o    Family  Planning  Services 


o 


Adolescent  Health  Services 
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Social  Services 

o    Social  Services  o    Child  Welfare  Services 

(Title  XX  of  the  Social  Security  Act) 

o   Day  Care  o    Child  Welfare  Training 

(Title  XX  of  the  Social  Security  Act) 

o   State  and  Local  o    Child  Abuse  Prevention  and 

Training  Treatment 
(Title  XX  of  the  Social  Security  Act) 

o    Foster  Care  o    Runaway  and  Homeless  Youth 

o   Adoption  Assistance  o   Developmental  Disabilities 

o    Connunity  Action  Program  o    Rehabilitation  Services 


Energy  and  Emergency  Assistance 

o   Emergency  assistance  o   Low-income  energy  assistance 

under  title  IVa  of  the 
Social  Security  Act 

Mr.  Early:    What  formula  will  be  used  to  allocate  funds  to  states 
under  each  of  these  block  grant  proposals? 

Secretary  Schweiker:    Each  state  will  receive  approximately  75%  of 
the  funds  that  the  state  and  entities  within  the  state  received  in 
fiscal  year  1981  under  the  programs  that  have  been  consolidated 
into  the  block  grants. 
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Mr.  Early:    Why  was  this  formula  decided  upon? 

Secretary  Schweiker:     The  formula  was  selected  because  it 
continues  the  fund  distribution  of  the  current  programs,  and 
minimizes  disruptions  from  current  funding  patterns  during  the 
transition  to  the  new  structure. 

Mr.  Early:    What  alternatives  were  considered  and  why  were  they 
rejected? 

Secretary  Schweiker:    Formulas  based  on  the  general  population 
and  on  the  low-income  population  of  the  states  were  considered. 
The  proposed  formula  was  selected  because  it  minimized  disruption. 
None  of  the  alternatives  matched  current  allocation  patterns 
closely. 

Mr.  Early:  How  would  the  Department  evaluate  the  effectiveness 
of  the  block  grant  proposal,  and  determine  whether  18  state  and 
local  governments  ae  being  responsive  and  meeting  needs? 

Secretary  Schweiker:    A  major  purpose  of  the  block  grants  is 
to  make  clear  that  in  administering  these  services  states  are 
accountable  to  the  citizens  of  the  state  and  not  to  the  Federal 
Government.    The  state  will  be  responsible  for  assessing  its 
services  and  reporting  to  its  citizens  and  the  interest  groups 
in  the  state  on  progress  and  effectiveness. 

Mr.  Early:    How  was  the  25  percent  reduction  figure  arrived  at? 

Secretary  Schweiker:    The  25  percent  was  based  on  a  review  of  the 
entire  federal  budget  and  an  identification  of  where  it  was 
possible  to  make  the  reduction  necessary  to  hold  overall  federal 
budget  growth  to  a  specified  level.    The  reduction  reflects  a 
level  of  funding  necessary  to  maintain  essential  services  while  at 
the  same  time  reducing  overall  budget  growth.    That  is  a  difficult 
balance  to  achieve  and  in  doing  so,  many  other  levels,  including  20 
percent,  were  considered. 

Mr.  Early:    Won't  this  reduction  result  in  increased  costs  to 
state  and  local  governments  or  require  a  reduction  in  level  of 
services  or  in  eligibility?    Particularly  if  there  are  no 
increases  or  level  funding  in  the  outyears? 

Secretary  Schweiker:    As  we  have  indicated,  a  significant  portion 
of  the  reduction  can  be  offset  by  administrative  savings  and 
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by  the  benefits  of  increased  flexibility  inherent  in  the  blocks. 
How  much  of  the  reduction  can  be  offset  will  depend  upon  actions 
that  the  state  takes.  Clearly,  however,  states  will  be  under  a 
great  deal  of  pressure  to  reduce  services  or  change  eligibility. 
The  flexibility  of  the  blocks  allows  them  to  do  this,  while 
maintaining  the  services  that  they  consider  to  be  high  priorities. 

Mr.  Early:  How  will  the  proposed  increase  in  flexibility  to  states 
offset  this  reduction  in  funds? 

Secretary  Schweiker:  The  flexibility  will  allow  states  to  ensure 
that  the  services  that  are  being  provided  and  the  populations  being 
served  are  of  the  highest  priorities  to  the  states.  In  addition, 
it  will  allow  states  to  coordinate  related  services  without  having 
to  overcome  the  separate  requirements  that  are  part  of  categorical 
grants. 

IMPACT  ON  STATES 

Mr.  Early:     What  effect  will  the  block  grant  proposals  have  on 
programs  currently  being  run  by  state  and  local  governments?  Either 
a  governmental  unit  or  by  private  service  providers? 

Secretary  Schweiker:  All  of  the  programs  included  in  the  blocks 
are  administered  by  state  and  local  governments  and  by  private 
service  providers.  The  flexibility  inherent  in  the  blocks  will 
allow  for  greater  coordination  among  these  services.  The  clarifi- 
cation of  responsibility  under  the  blocks  will  help  ensure  that 
the  programs  are  adjusted  to  local  conditions.  The  reduction  in 
federal  requirements  will  decrease  administrative  costs  incurred  by 
state  and  local  government  and  allow  for  more  efficient  and 
effective  service  delivery  systems. 

Mr.  Early:  Will  any  individuals  currently  being  served  lose 
services  under  these  proposals?  How  many  people  are  we  talking 
about? 

Secretary  Schweiker:  It  is  likely  that  many  states  will  not  be  able 
to  serve  all  those  who  are  being  served  at  the  present  time.  A 
restrictive  budgetary  policy  as  is  necessary  at  the  present  time 
makes  this  almost  certain.  The  magnitude  of  the  reductions  in 
services  or  individuals  served  will  vary  substantially  by  states. 
Each  state  will  be  able  to  select  the  services  and  beneficiary 
populations  that  it  determines  are  of  the  highest  priority.  Until 
states  make  these  basic  decisions  on  how  to  implement  the  block 
grants,  however,  it  is  not  possible  to  determine  the  numbers 
that  will  be  served. 
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Mr.  Early:  Do  you  think  that  block  grants,  particularly  if 
federal  standards  and  guidelines  are  removed,  would  be  in  the  best 
interest  of  the  individuals  served? 

Secretary  Schweiker :    The  more  efficient,  effective  and  responsive 
service  delivery  systems  that  will  be  possible  under  the  block 
grants  are  clearly  in  the  interest  of  the  individuals  being  served. 
With  only  minimal   federal  requirements,   states  will  be  able  to 
better  coordinate,  administer  and  deliver  services. 

Mr.  Early:  As  a  nation,  do  you  think  we  should  have  and  viable 
nationwide  programs  that  meet  national  concerns?  What  does  the 
Department  consider  to  be  areas  or  problems  of  national  concern?. 

Secretary  Schweiker:  Clearly,  there  are  health  and  social  needs 
that  can  be  more  effectively  addressed  through  a  concerted  effort  on 
the  part  of  the  federal  government.  Examples  include  our  social 
security  system  and  bio-medical  and  certain  other  research.  Such 
is  not  the  case  with  the  programs  that  are  being  folded  into  the 
block  grants.  We  do  not  now  have  nationwide  programs  for  these 
services.  Currently,  they  are  provided  by  state  and  local  govern- 
ments and  by  private  service  organizations.  The  block  grants  do  not 
change  this.  Father,  the  blocks  restrict  the  federal  role  to 
assisting  in  the  financing  of  these  services,  thereby  allowing 
those  entities  to  provide  those  services  in  an  effective  and 
efficient  manner  and  to  decide — based  on  local  conditions — which 
services  are  most  important. 

All  of  the  services  that  would  be  provided  under  the  block  grants 
are  meeting  needs  that  are  of  significant  concern  to  this  nation. 
They  are  important  services.  However,  our  experience  with  these 
services  teaches  us  that  the  basic  decisions  on  what  specific 
services  to  provide  and  how  best  to  provide  them  are  more  effi- 
ciently and  effectively  made  by  state  and  local  governments, 
working  with  local  service  providers  and  interested  affected 
residents . 

Mr.  Early:  Isn't  our  socio-economic  structure  so  interrelated 
that,  for  many  domestic  issues,  state  boundaries  are  irrelevant  to 
national  concerns? 

Secretary  Schweiker:  It  is  clear  that  we  have  a  highly  integrated 
"national"  economy  and  as  a  result  we  need  to  address  basic 
governmental  economic  issues  nationally.  This  also  leads  us  to 
provde  on  a  national  basis  core  economic  security  programs,  such  as 
are  provided  under  the  social  security  system.  The  national 
character  of 
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our  economy  does  not,  however,  lead  us  to  provide  all  services  as 
parts  of  a  national  system.    In  fact  very  few  health  and  social 
services  are  provided  by  the  Federal  government. 

State  and  local  governments  have  traditionally  been  responsible 
for  governmental  involvement  in  addressing  health  and  social 
service  needs.    These  services  are  provided  on  a  local  basis  and 
must  be  adjusted  to  local  conditions.    Federal  provision  of  these 
services  would  be  highly  inefficient  and  contrary  to  our  Federal 
system  of  government.    Furthermore,  excessive  Federal  oversight 
of  these  services  has  impaired  the  ability  of  communities  to 
provide  necessary  services  in  an  effective  manner. 

The  precise  level  and  approach  to  delivery  of  the  services  in  the 
block  grants  have  few  national  implications.    In  fact,  we  are 
confident  that  socio-economic  interrelationships  do  not  require 
services  to  be  delivered  identically  in  each  locality. 

Mr.  Early:    Wouldn't  a  block  grant  approach,  by  attempting  to 
localize  solutions  to  many  of  these  national  problems,  tend  to 
compound  these  problems? 

Secretary  Schweiker:    It  is  very  important  to  distinguish  between 
social  problems  that  are  "national"  because  they  are  seen  in  most 
communities  of  the  nation  and  those  that  are  best  addressed  by 
the  "national,"  or  Federal,  government.    For  many  "national" 
problems,  the  best  solutions  are  local.    The  services  that  are 
supported  by  the  block  grants  are  of  this  kind. 

It  should  be  remembered  that  most  services  in  our  nation  are 
designed  and  delivered  privately,  locally,  or  both,  including 
education,  housing,  transportation  and  most  medical  care.  We 
have  "national"  education,  housing,  transportation  and  health 
problems,  but  that  does  not  mean  that  the  Federal  government 
should  attempt  to  set  national  standards  or  approaches  to  solving 
these  problems.    Our  experience  of  the  past  twenty  years  argues 
otherwise. 
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Mr.  Early:    Couldn't  turning  from  targeted  categorial  programs  to 
untargeted  block  grants  encourage  waste  and  Inefficient  use  of 
scale  resources?    How  can  we  ensure  that  this  won't  happen? 

Secretary  Schweiker:     On  the  contrary,  a  major  benefit  of  the 
block  grants  is  to  increase  the  efficiency  of  the  programs  and  to 
eliminate  the  waste  that  results  from  artificial  separation  of 
related  programs  and  services.    Only  programs  that  are  currently 
administered  by  state  and  local  governments  and  private  service 
providers  are  included  in  the  block  grants. 

Block  Grant  Administration 

Mr.  Early:    Will  state  legislation  be  required  in  order  for  states 
to  continue  those  programs  now  authorized  by  federal  law  or  to 
expend  these  block  grant  funds? 

Secretary  Schweiker:    Most  states  require  legislative  appropriation 
of  federal  funds  and  therefore  state  legislatures  will  need  to 
authorize  state  expenditure  of  the  block  grant  funds. 

Mr.  Early:    Will  the  block  grant  proposals  require  additional  or 
new  administrative  structures  on  the  part  of  the  state?    Will  they 
entail  additional  or  new  administrative  costs? 

Secretary  Schweiker:     States  already  receive  about  80%  of  the  funds 
included  in  the  block  grants  and  have  structures  for  the  administra- 
tion of  those  funds.    For  programs  which  directly  fund  organizations 
at  the  community  level  —  e.g.,  community  health  centers  and 
community  mental  health  centers  —  states  will  need  to  incorporate 
into  existing  structures  the  capacity  to  discharge  these 
responsibilities.    This  may  in  a  few  cases  require  additional  out- 
lays at  the  state  level  but  these  should  be  offset  by  administrative 
savings  that  result  from  elimination  of  federal  requirements  and 
the  opportunity  for  greater  coordination  at  the  state  and  local 
levels . 

Mr.  Early:    What  impact/effect  would  the  block  grant  proposals  have 
on  established  rights  of  appeal,  rights  protecting  recipients  from 
official  abuse  or  arbitary  decisions  rights  to  equitable 
treatment? 

Secretary  Schweiker:    With  regard  to  the  service  programs  incor- 
porated into  the  block  grant,  these  rights  and  appeals  will  continue 
to  be  a  matter  of  state  law.    No  entitlement  programs  —  which  do 
establish  federal  rights  to  hearings,  appeal,  etc.,  are  included  in 
the  block  grants. 
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Mr. Early:     Does  it  make  sense  to  terminate  funding 
for  these  programs — thereby  requiring  termination 
or  dismantling  of  existing  programs  at  the  State 
and  local  level —  when  States  might  choose  to 
continue  such  funding  under  the  block  grants  if 
they  are  approved?    Might  there  not  be  a  smoother 
transition  and  better  planning  if  funding  were 
continued  in  FY  81? 

Secretary  Schweiker:     Though  some  dislocations  may 
result,  we  believe  they  will  be  minimal.     In  most 
cases,  the  programs  for  which  we  are  proposing 
rescissions  will  still  retain  sufficient  funding 
after  enactment  of  those  rescissions  to  maintain 
their  program  operations  through  FY  1981.  For 
example,  the  funds  provided  to  the  States  in  FY 
1980  under  the  Alcohol  and  Drug  Abuse  Formula 
Grant  programs  are  available  for  expenditures 
for  two  years.     Based  on  prior  expenditure  patterns, 
most  of  the  funds  will  be  available  for  the  States' 
use  in  FY  1981. 
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HEALTH  PLANNING  AND  P3P0 

Mr.  Early:  The  Administraion  is  proposing  to  sharply  curtail  the 
health  planning  and  PSPO  programs  —  totally  eliminating  these 
programs  by  FY  83.  In  addition,  the  Department  is  proposing  a 
ceiling  on  Medicaid  funds  at  a  time  when  the  cost  of  goods  and 
services  continue  to  climb.  Hospital  costs  alone  increased  by 
approximately  16.5  percent  during  calendar  year  1980. 

While  the  cap  will  limit  responsibility  to  cover  increasing 
Medicaid  costs,  how  does  the  Administration  propose  to  counter 
the  continuing  rise  in  hospital  costs  during  this  time? 

Mr.  Schweiker:    The  Department  is  pursuing  several  approaches 
to  ensure  that  hospital  costs  are  controlled.    Our  major 
initiative  is  to  strengthen  the  competitive  forces  in  the  health 
sector.    We  are  currently  developing  a  legislative  package  to 
reform  the  way  health  care  services  are  delivered  and  paid  for. 
Although  the  details  have  not  been  finalized  at  this  time,  the 
scope  of  the  initiative  will  be  very  broad,  including  the  issues 
of  employer  contributions  to  employee  health  insurance  and  the 
marketing  of  health  insurance  plans  that  promote  cost-conscious 
behavior.    We  are  convinced  that  reform  of  the  market  place 
forces  which  have  governed  health  care  delivery  is  essential  to 
holding  down  hospital  costs. 

Also,  the  Department  is  still  very  interested  in  the  hospital 
industry's  own  efforts  to  control  costs.    We  are  following  their 
progress  and  are  prepared  to  cooperate  in  any  way  that  we  can. 

Mr.  Early:    Many  States  have  instituted  management  efficiencies, 
reductions  in  benefits,  and  other  program  changes  to  help  them 
meet  Medicaid  costs.    How  realistic  is  it  to  expect  States  to 
live  within  the  cap  without  further  reducing  services  or 
eligibility? 

Mr.  Schweiker:    In  implementing  the  cap  provision,  we  will 
provide  States  with  greater  flexibility  than  they  have  had  in 
the  past  to  administer  their  Medicaid  programs. 

New  legislation  provisions  will  enable  States  to  implement  a 
wide  range  of  strategies  designed  to  control  expenditures  while 
ensuring  that  essential  services  are  provided  to  beneficiaries  in 
a  timely  manner.    These  strategies  might  include: 

-  Hospital  reimbursement  rates  set  on  other  than  a  reasonable 
cost  basis. 

-  Competitive  procurement  and  bulk  purchasing  arrangements, 
for  services  such  as  durable  medical  equipment,  laboratory 
services,  and  some  prescription  drugs. 

-  Encouraging  the  use  of  various  types  of  organized  health 
care,  such  as  HMOs. 

-  Additional  flexibility  for  controlling  admissions  to  nursing 
homes. 
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Promote  use  of  non-institutional  alternatives  for  long- 
term  care  not  currently  eligible  for  Federal  financial 
participation. 

Targeting  optional  services  to  specific  populations. 
Variations  in  methods  of  providing  screening  for  children. 


We  believe  that  the  ceiling  on  funding  proposed  is  a 
reasonable  one  and  it  will  not  require  States  to  eliminate 
services  or  restrict  eligibility. 
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MEDICAID  CAP 

Mr.  Early:  In  conjunction  with  the  Medicaid  cap,  the  Administra- 
tion is  proposing  additional  flexibility.  Will  States  be  able  to 
make  the  necessary  adjustments  before  the  beginning  of  FY  82? 

Mr.  Schweiker:    We  are  proposing  that  the  Medicaid  cap  legisla- 
tion, including  the  additional  flexibilities  which  it  provides 
to  States,  become  effective  July  1,  1981.    States  which  act 
promptly  to  take  advantage  of  the  flexibility  provided  to  change 
their  Medicaid  programs,  should  not  have  difficulty  making 
necessary  adjustments  by  FY  1982.    We  will,  of  course,  provide 
assistance  to  States  in  making  the  programmatic  changes  necessary 
to  ensure  that  Medicaid  spending  is  consistent  with  the  limits  of 
the  cap. 

Mr.  Early:    What  percentage  of  the  individuals  served  under  the 
Medicaid  program  are  elderly?    Children?   Below  the  poverty  level? 

Mr.  Schweiker:    For  FY  1981,  we  estimate  that  15.5  percent  of 
Medicaid  recipients  will  be  eligible  based  on  their  being  aged, 
and  48  percent  of  Medicaid  recipients  will  be  children  under  the 
age  of  21. 

Hie  relationship  between  the  Medicaid  population  and  the  poverty 
level  is  difficult  to  quantify  because  different  data  bases  are 
used  in  determining  the  poverty  level  than  are  used  in  determin- 
ing Medicaid  eligibility.    We  calculate  that  approximately  50 
percent  of  those  receiving  Medicaid  services  are  at  or  below 
the  poverty  level. 

Mr.  Early:  Can  you  give  us  an  estimate  of  how  many  fewer 
individuals  will  be  served  under  the  Medicaid  cap? 

Mr.  Schweiker:    We  are  not  certain  exactly  how  States  will  choose 
to  implement  the  flexibilities  given  to  them  as  part  of  the 
Medicaid  cap  proposal.    For  this  reason,  we  cannot  estimate  pre- 
cisely how  many  fewer  individuals  would  be  served  under  the 
Medicaid  cap.    It  should  be  noted  that  under  both  current  law  and 
the  cap  proposal  States  have  considerable  discretion  in  making 
coverage  decisions.    We  do  not  believe  that  the  ceiling  we  pro- 
pose will  compel  States  to  reduce  the  number  of  needy  people 
served. 

Mr.  Early:    How  many  States  would  have  to  reduce  services  and/or 
eligibility  as  a  result  of  this  proposal? 

Mr.  Schweiker:    We  expect  that  States  may  respond  to  the  cap  in 
different  ways.    First,  proposed  changes  in  the  eligibility  re- 
quirements for  the  Aid  to  Families  with  Dependent  Children  (AFDC) 
program  will  result  in  a  reduction  of  approximately  400,8000 
families  or  1.1  million  individuals  eligible  for  this  program. 
Enactment  of  these  provisions  would  reduce  by  this  amount,  there- 
fore, the  number  of  persons  eligible  for  Medicaid  based  on  their 
AFDC  eligibility.    Some  of  these  persons  would  be  covered, 
however,  as  "medically  needy." 
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We  also  expect  that  many  States  will  choose  to  respond  to  the  cap 
and  the  flexibility  it  offers  by  initiating  more  efficient  methods 
of  delivering  services  rather  than  by  impacting  on  eligibility. 

Finally,  States  already  have  a  great  deal  of  flexibility  in  terms 
of  establishing  AFDC  eligibility  standards  and  deciding  whether  to 
extend  coverage  to  the  medically  needy.    Under  present  law  and 
under  the  cap  proposal,  States  can  elect  to  cover  any  of  the 
numerous  optional  services  reimbursed  by  the  Federal  government 
(such  as  eyeglasses  and  rehabilitative  services). 

Given  the  different  ways  States  can  choose  to  implement  the  cap  and 
the  different  priorities  States  have,  we  cannot  be  certain  how  each 
State  might  choose  to  modify  its  program.    We  do  not  believe  that 
the  ceiling  we  propose  will  compel  States  to  reduce  services  to 
those  who  really  need  them. 


INCREASED  MEDICAID  COSTS 

Mr.  Early:    The  Department  has  indicated  that  Medicaid  expenditures 
have  increased  more  than  15%  per  year  for  the  last  five  years.  How 
much  of  this  increase  is  attributable  to  rising  health  costs  and 
how  much  to  increased  caseload? 

Mr.  Schweiker:    The  number  of  recipients  of  Medicaid  services  has 
actually  declined  over  the  last  five  years  from  a  total  of  22.2 
million  recipients  in  FY  1975  to  21.5  million  recipients  in  FY 
1979.    We,  therefore,  cannot  attribute  the  rise  in  total  Medicaid 
costs  to  rising  caseloads.    The  increase  in  Medicaid  expenditures 
could  be  a  function  not  only  of  rising  costs  but  also  of  increased 
utilization  of  services,  changes  in  the  composition  of  the  Medicaid 
recipient  population,  and  changes  in  the  program  benefits,  coverage, 
and  reimbursement  practices.    Therefore,  Medicaid  expenditure 
increases  may  not  be  related  only  to  increased  costs.    For  example, 
although  the  total  number  of  Medicaid  recipients  has  decreased 
slightly,  the  permanent  and  total  disability  group  has  increased  in 
size  by  almost  400,000  recipients  between  FY  1975  and  FY  1979. 
This  group  tends  to  use  more  expensive  services,  such  as  skilled 
nursing  facilities.    This  change  in  the  composition  of  the  Medicaid 
recipients  would  clearly  have  lead  to  an  increase  in  costs  even  if 
health  costs  did  not  rise.    Due  to  the  limited  data  provided  by  the 
States,  we  are  unable  at  the  current  time  to  produce  precise 
estimates  of  the  contribution  each  of  the  above  factors  has  made  to 
the  overall  increase  in  costs.    Improved  data  bases  may  enable  HCFA 
to  make  such  calculations  within  the  coming  year. 
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INFLATION  RATE 

Mr.  Early:     The  Administration  proposes  reducing  the  increase 
in  research  funding  for  the  National  Institutes  of  Health  proposed 
in  the  January  budget  to  cover  only  partially  the  effects  of  pro- 
jected inflation.    The  0MB  allowed  9.4  percent  for  inflation  in  the 
revised  FY  82  request.    How  does  this  compare  with  the  actual  infla- 
tion rate  applicable  to  NIH  activities,  and  what  impact  will  this 
have  on  NIH  research  activities? 

Mr.  Schweiker:     The  latest  available  information  indicates  that 
an  inflation  factor  of  9.4  percent  is  appropriate  for  NIH  research 
activities.    With  the  increase  in  the  FY  1982  budget  at  7  percent, 
there  will  be  a  loss  in  purchasing  power  of  about  2.5  percent. 


RESEARCH  PROJECT  GRANTS 

Mr.  Early:    What  portion  of  the  proposed  increase  is  for  new 
and  competing  renewals? 

Mr.  Schweiker:    The  amount  for  new  and  competing  renewals  is 
$571.6  million  in  FY  1982,  compared  to  517.3  million  in  FY  1981  -- 
an  increase  of  $54.3  million. 

Mr.  Early:    What  is  the  total  of  competing  and  non-competing 
grants  that  will  be  funded  under  the  revised  FY  82  request?  How 
does  this  compare  with  the  FY  81  continuing  resolution  level  and  FY 
80? 

Mr.  Schweiker:     The  FY  1982  request  will  provide  for  the  fund- 
ing of  15,781  competing  and  noncompeting  research  project  grants 
compared  to  16,409  in  the  FY  1981  continuing  resolution  and  16,198 
in  FY  1980. 

Mr.  Early:     The  Continuing  Resolution  provided  funds  for 
approximately  5,000  new  and  competing  renewals.    Yet,  the  revised 
requests  for  both  FY  81  and  FY  82  projected  fewer  than  5,000  compet- 
ing grants.    The  revised  FY  81  request  projects  200  fewer  competing 
grants  and  the  revised  FY  82  request,  100  fewer  competing  grants. 
Why  is  this? 

Mr.  Schweiker:    While  we  are  continuing  to  emphasize  investi- 
gator-initiated research  project  grants  as  our  highest  priority, 
with  the  overall  funding  reductions,  we  felt  for  reasons  of  program 
balance  that  this  area  should  also  participate  in  the  reduction. 
Therefore,  we  expect  to  fund  approximately  4,800  competing  research 
project  grants  in  FY  1981  and  4,900  competing  research  project 
grants  in  FY  1982  as  compared  to  5,000  under  the  Continuing  Resolu- 
tion. 

Mr.  Early:     The  FY  82  revised  request  also  funds  fewer  non- 
competing  grants.    What  accounts  for  this  decline? 

Mr.  Schweiker:     The  reduced  level  of  funding  in  FY  1981  will 
permit  the  awarding  of  fewer  competing  research  project  grants. 
These  competing  research  project  grants  will  in  turn  generate  fewer 
commitments,  thus  reducing  the  number  of  noncompeting  grants  in 
FY  1982. 
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Mr.  Early:     Under  the  revised  request,  approximately  500  fewer 
research  project  grants  will  be  funded  than  in  FY  80  and  600  fewer 
than  projected  under  the  continuing  resolution  level.    Why  is  this? 

Mr.  Schweiker:     The  NIH  remains  committed  to  the  support  of 
research  project  grants  as  the  best  investment  of  our  research 
dollar.     Toward  this  goal,  NIH  funded  approximately  4,800  competing 
research  project  grants  in  FY  1980  and  expects  to  fund  approximately 
4,800  and  4,900  competing  research  project  grants  in  FY  1981  and  FY 
1982,  respectively.     It  is  correct,  however,  that  the  number  of  non- 
competing  research  project  grants  has  decreased  from  about  11,400 
in  FY  1980  to  a  estimated  10,900  in  the  FY  1982  revised  budget 
request.     This  is  caused  by  the  cyclical  nature  of  grants,  which 
results  in  a  higher  or  lower  commitment  level  based  on  prior  years' 
funding  patterns.    As  the  NIH  high  of  5,900  competing  research 
project  grants  funded  in  FY  1979  begin  to  terminate,  the  overall  NIH 
commitments  will  decrease,  resulting  in  a  lower  number  of  total 
research  project  grants  funded. 


RESEARCH  TRAINING 

Mr.  Early:     The  Continuing  Resolution  included  funds  to  restore 
training  support  to  at  least  the  FY  80  program  level.     (Actual  1980 
FTE's  10,664.)    Both  the  revised  FY  81  and  FY  82  request  estimates 
only  10,000  FTE's.    What  accounts  for  this  reduction? 

Mr.  Schweiker:    As  part  of  the  effort  to  reduce  Federal  expend- 
itures, the  decision  was  made  to  maintain  the  number  of  trainees  at 
10,000  in  FY  1981  and  1982. 

Mr.  Early:  Does  the  budget  propose  an  increase  in  the  training 
stipend  in  FY  82  and  what  will  the  maximum  stipend  be? 

Mr.  Schweiker:  The  NIH  budget  request  for  FY  1982  includes  a 
proposed  5-percent  increase  in  training  stipends.  The  maximum  sti- 
pend would  be  $5,292  for  predoctoral  trainees  and  $19,719  for  post- 
doctoral trainees. 

Mr.  Early:  A  5%  increase  in  the  stipend  was  planned  for  FY  81. 
Does  NIH  still  plan  to  pay  this  stipend  increase? 

Mr.  Schweiker:  After  serious  and  detailed  consideration  of 
this  matter  by  the  Office  of  the  Director,  NIH,  and  the  Institutes, 
it  was  decided  that,  in  order  to  support  the  largest  possible  number 
of  trainees,  the  proposed  stipend  increase  would  not  be  paid  in  FY 
1981. 

Mr.  Early:     What  is  the  Department  proposing  in  the  area  of 
training? 

Mr.  Schweiker:     The  FY  1982  budget  request  for  the  NIH  proposes 
to  support  10,000  trainees.     The  budget  also  includes  the  proposal 
to  eliminate  institutional  allowances  and  indirect  costs. 
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Mr.  Early:  The  Department  is  proposing  two  health  block  grants 
— one  for  health  services  and  one  for  preventive  health. 

a.  Won't  the  block  grant  proposals  result  in  a 
considerably  reduced  level  of  federal  involvement  in  the 
development  of  health  services  and  preventive  health 
services  activities? 

b.  Isn't  this  an  area  where  the  national  government 
should  be  playing  an  active  role,  particularly 
in  the  area  of  preventive  health  services? 

c.  With  most  programs  being  folded  into  block  grants,  . 
what  mechanisms  will  be  available  to  foster /encourage 
activity  in  these  areas? 

Secretary  Schweiker:  It  is  true  that  the  block. grant  mechanism 
will    diminish    the  federal  role  in  the  development  of  health 
services  and  preventive  health  services.     In  terms  of  appropriate 
health  services  and  preventive  health  activities,  however,  much 
has  been  achieved  in  recent  years  at  all  levels  of  government — 
federal,  state  and  local — to  develop  a  national  consensus  of  object- 
ives.   With  this  consensus  of  objectives  in  mind,  we  believe  that 
funds  can  be  used  most  effectively  through  block  grants  by  states 
having  the  flexibility  to  respond  to  state  and  local  conditions. 
The  most  effective  federal  role  is  to  serve  the  states  and  localities 
in  this  effort  through  research  and  other  support  activities. 
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PHASEOUT  OF  CLINICAL  TRAINING 

Mr.  Early:     The  Department  has  proposed  reductions  in  or  elimin- 
ation of  numerous  health  manpower  programs.     The  principal  reason 
given  for  decreasing  aid  is  to  remove  incentives  for  expanding  the 
supply  of  health  professionals,  particularly  in  those  fields  where 
the  national  supply  is  adequate  or  anticipated  to  be  in  surplus  with- 
in the  near  future.     If  this  is  the  case,  why  is  the  Department  pro- 
posing to  phaseout  the  clinical  training  program  at  NIMH,  since  some 
studies  show  psychiatrists  to  be  in  short  supply? 

Secretary  Schweiker:     The  need  to  restore  the  national  economy 
represents  a  concern  which  is  sufficiently  serious  to  warrent  dis- 
placement of  other  priorities.     Although  the  phasing  out  of  mental 
health  clinical  training  will  have  some  impact,  it  is  expected  that 
this  impact  will  be  ameliorated  by  the  greater  flexibility  given  to 
the  States,  when  they  can  deal  with  their  service  delivery  through 
the  block  grant  mechanism. 


DRUG  ABUSE  AND  ALCOHOLISM  GRANTS 

Mr.  Early:     The  Department  has  proposed  including  drug  abuse 
and  alcoholism  grants  to  states  in  the  health  services  block  grant. 
It  has  also  proposed  rescinding  state  formula  grants  for  alcoholism 
and  drug  abuse  for  FY  81.     A  similar  situation  exists  with  health 
incentive  grants. 

Secretary  Schweiker:     It  is  true  that  the  Department  is  seeking 
rescission  of  fiscal  year  1981  funds  currently  available  for 
alcoholism  formula  grants,  drug  abuse  formula  grants,  and  health 
incentive  grants.     At  the  same  time,  we  are  proposing  to  incorporate 
these  three  authorities  into  the  block  grant  legislation  for  fiscal 
year  1982  in  order  to  assure  greater  flexibility  to  states  in  the 
allocation  of  their  block  grant  funds. 
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PUBLIC  HEALTH  SERVICE  HOSPITALS 

Mr.  Conte  .  Your  budget  calls  for  the  closing  of  all  8  Public 
Health  Service  Hospitals  and  27  out-patient  clinics  —  does  it  not? 

Secretary  Schweiker.    The  1982  budget  request  would  eliminate 
Department  of  Health  and  Human  Services  funding  for  the  eight  PHS 
general  medical  and  surgical  hospitals  and  the  27  clinics  in  the 
system.    The  proposal  is  to  close  these  facilities  on  October  1, 
1981.    The  National  Hansen's  Disease  Center  at  Carville  would 
continue  to  receive  support. 

Mr.    Conte  •    Has  the  Administration  actually  done  a  cost 
analysis  of  these  hospitals  and  the  contract  services  that  the 
government  would  be  committed  to  cover  in  the  private  sector?  I'd 
be  very  interested  in  the  details  of  any  such  analysis. 

Secretary  Schweiker.    Costs  in  PHS  facilities  as  compared  to  the 
private  sector  have  been  studied  both  formally  and  informally  since 
1973.    A  study  performed  by  GEOMET,  Inc.,  in  197*,  revealed  that  the 
cost  per  case  admitted  to  a  sample  of  PHS  hospitals  ranged  from  33 
to  ^9  percent  below  the  cost  of  comparable  cases  admitted  to  a 
matched  sample  of  private,  voluntary  hospitals,  in  spite  of  an 
average  shorter  stay  in  the  latter  facilities  (GEOMET  Report  No. 
HF-U97,  September  16,  1975:    "Public  Health  Service  Hospitals:  An 
Approach  to  Service  and  Cost  Comparisons").    There  are  some 
methodology  problems  associated  with  comparability  cost  analyses, 
for  example,  capital  costs  are  not  included  within  PHS  hospital 
costs. 

A  contract  to  conduct  a  comprehensive  and  systemmatic 
cost-benefit  study  on  the  direct  provision  of  inpatient  services  was 
awarded  in  the  fall  of  1979  to  Abt  Associates  of  Cambridge, 
Massachusetts.    It  is  anticipated  that  the  study  findings  will  be 
completed  and  reported  to  the  Department  in  the  next  few  months. 

A  comparison  of  the  current  cost  to  the  Government  and  the  costs 
we  anticipate  upon  closure  yielded  a  1982  total  government-wide  cost 
to  provide  health  care  services  upon  closure  of  the  PHS  hospitals 
and  clinics  of  $223  million.    Costs  of  $237  million  would  be 
incurred  if  the  system  were  to  remain  open.    Thus,  the  savings  under 
this  proposal  would  be  $1*  million  in  1982. 

Beginning  in  fiscal  year  1983,  the  annual  savings  will  be 
approximately  $87  million. 

Mr.    Conte  .    Mr.  Secretary,  would  you  take  a  moment  to  explain 
your  rationale  as  to  why  the  Federal  Government  should  now  after  all 
of  these  years  decide  not  to  continue  providing  health  care  to  the 
merchant  seamen? 

Secretary  Schweiker.    The  rationale  for  deciding  not  to  continue 
providing  health  care  to  the  merchant  seamen  is  that  the  merchant 
seamen  entitlement  to  free  medical  care  at  public  expense  is 
inequitable  and  unwarranted.    There  is  no  Justification  for  special 
Federal  support  of  this  selected  group.    Currently,  the  hospitals 
are  under-utilized  and  many  are  located  in  areas  with  excess 
supplies  of  hospital  beds. 
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Mr.    Conte  .    How  many  employees  would  be  displaced  by  the 
closing  of  these  hospitals  and  clinics? 

Secretary  Schweiker.    The  total  number  of  permanent,  full-time 
employees  that  would  be  displaced  is  5,1^2  in  1982  and  an  additional 
95  in  1983.    This  includes  5,111  employees  in  1982  and  95  in  1983 
for  the  hospitals  and  clinics  system,  and  31  in  1982  in  the  program 
support  activity,  which  provides  overall  program  direction  and 
management  services  to  the  system. 

Mr.  Conte  .  What  efforts  will  be  made  to  help  relocate  these, 
as  well  as  other  HHS  employees  that  will  be  out  of  work  as  a  result 
of  these  budget  cuts? 

Secretary  Schweiker.    The  Department  has  initiated  various 
efforts  to  develop  placement  assistance  programs  for  organizations 
that  will  be  affected  by  position  reductions. 

These  efforts  include  initiating  contacts  within  the  Department, 
specifically  with  the  Social  Security  Administration  and  the  Health 
Care  Financing  Administration,  as  well  as  other  agencies,  such  as 
the  Department  of  Defense,  Veteran's  Administration,  and  the 
National  Naval  Medical  Center,  to  establish  a  relationship  and 
procedure  whereby  programs  needing  placement  assistance  may  obtain 
listings  of  vacancies,  and  employees  may  be  referred  for 
consideration  for  these  vacancies. 

In  addition,  some  of  the  impact  of  proposed  position  reductions 
may  be  lessened  by  attrition  and  voluntary  retirements. 

Mr.    Conte  .    Is  the  Department  considering  turning  over  these 
facilities  to  the  communities  in  which  they  operate? 

Secretary  Schweiker.    I  understand  that  there  may  be  some 
communities  that  may  be  interested  in  taking  over  these  facilities. 
In  the  event  of  a  facility  closure,  PHS-owned  installations  and 
facilities  would  be  transferred  to  the  General  Services 
Administration  for  disposition.    Under  current  GSA  regulation,  the 
agency  is  responsible  for  maintenance,  upkeep,  and  security  for  one 
year  and  one  additional  quarter.    This  will  be  accomplished  by  the 
maintenance  of  a  small  staff.    These  personnel  would  be  responsible 
for  preventing  freezing  of  plumbing,  protecting  against  the 
accumulation  of  explosive  sewer  gases,  making  minor  repairs  of 
leaks,  and  securing  the  facilities. 

Outpatient  clinics  leased  through  GSA  are  normally  required  to 
be  supported  for  one  year  unless  GSA  is  able  to  divert  the  space  to 
an  alternate  user.    Space  leased  directly  by  the  PHS  would  be 
terminated  in  accordance  with  the  terms  of  the  contract. 

The  Department  will  comply  with  the  Federal  Property  Management 
regulations  by  declaring  the  facilities  as  excess  property.    It  will 
then  be  the  responsibility  of  the  General  Services  Administration  to 
circulate  the  availability  of  the  properties  to  other  Federal 
agencies  or  State  and  local  governments. 

Mr.    Conte  .    Did  the  Department  consider  keeping  the 
out-patient  clinics  open?    These  outpatient  clinics  service  a  lot  of 
needy  people  —  Baltimore,  127,000/year ;  Seattle,  180,000/year ; 
Boston,  8*,000/year. 
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Secretary  Schweiker.    The  budget  request  was  predicated  upon 
disentitlement  of  American  Seafarers.    With  that  assumption  as  a 
basis,  the  Department  did  not  consider  keeping  the  outpatient 
clinics  open. 

Mr.  Conte  .  How  much  would  it  cost  the  government  to  keep  the 
clinics  open? 

Secretary  Schweiker.    In  1980,  obligations  were  approximately 
$30. U  million  (including  reimbursements)  to  operate  the  27 
outpatient  clinics.    It  is  difficult  to  estimate  costs  in  1982.  If 
a  significant  number  of  the  outpatients  currently  served  through  the 
eight  PHS  hospitals  were  to  be  served  in  the  27  clinics,  or  if  those 
hospitals  were  converted  into  clinics,  costs  of  the  clinics  could  be 
expected  to  increase.    However,  based  on  the  administration* s 
proposal  to  disentitle  American  seamen,  if  there  is  no  offsetting 
increase  in  other  patient  populations,  or  if  third-party  payments 
were  significantly  increased,  Federal  costs  could  be  expected  to 
decrease. 
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COORDINATION  AND  ACCOUNTABILITY 
Mr.  Conte:  What  about  the  on-going  need  for  coordination  and 
accountability?  There  are  many  very  vital  health  programs'  in- 
cluding drug  abuse  efforts,  venereal  disease  treatment  and  pre- 
vention and  genetic  diseases  that  benefit  from  federal  coordi- 
nation and  over  sight.  What  role  do  you  anticipate  the  federal 
government  will  continue  to  play  in  this  regard? 

Secretary  Schweiker:  Coordination  of  the  services  supported  by 
the  block  grants  can  be  most  effectively  achieved  by  placing 
responsibility  for  administering  these  services  with  the  state 
government.  Similarly,  the  confusion  in  accountability  that  results 
from  the  complexities  of  the  current  categorical  system  can  be 
alleviated  by  clearly  placing  responsibility  for  administration  of 
these  services  with  state  governments.  The  federal  government  will 
continue  essential  research  and  knowledge  dissemination  to  provide 
state  governments  with  alternatives  for  improving  their  services. 

Mr.  Con  tee:  Has  the  Department  had  an  opportunity  to  survey  the 
states  to  see  if  in  fact  each  state  has  a  mechanism  that  can 
administer  and  oversee  these  40  programs?  Will  not  some  states  be 
in  the  position  of  having  to  develop  an  administrating  system  from 
the  ground  up? 

Secretary  Schweiker:     States  already  administer  over  75%  of  the 
financial  assistance  provided  under  the  block  grants. 

Although  there  is  some  variation  in  the  administrative  capacity  of 
the  states,  state  government  has  progressed  to  the  point  where 
there  is  no  state  that  cannot  assume  the  responsibilities  of  the 
block  grants. 

State  governments  have  planning,  management  and  administrative 
structures  which,  to  the  extent  that  they  are  not  already  adminis- 
tering the  programs  included  in  the  block  grants,  can  be  readily 
adapted  to  assume  new  responsibilities. 

We  will  work  closely  with  each  of  the  states  and  with  the  national 
organizations  that  represent  state  interests  in  order  to  ensure 
that  the  transition  to  administration  of  the  block  grant  is 
orderly. 

Mr.  Conte:  I  suspect  that  your  Department  and  CMB  have  given  some 
thought  to  the  likelihood  that  some  states  would  ignore  funding  of 
some  vital  health  programs.  Do  you  have  any  concerns  about  that 
possibility  and  its  potential  impact  on  the  health  of  our  citizens? 

Secretary  Schweiker:    State  and  local  governments  have  demonstrated 
their  commitment  to  providing  essential  services  within  the  limits 
of  available  resources.    The  purpose  of  the  block  grants  is  to  allow 
states  through  their  budget  and  legislative  processes  to  determine 
which  health  services  are  vital  to  the  citizens  of  the  state  and  how 
best  to  provide  those  services .    Under  the  block  grant  proposals , 
it  is  clear  that  states  are  accountable  to  their  citizens  and  not 
the  federal  government  for  providing  essential  services. 
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PROGRAM  DECREASE  CRITERIA 
Mr.  Conte?    It  appears  that  there  was  no  real  consideration  made  of 
inflation.    If  you  do  calculate  in  an  inflation  factor,  then  the  40 
programs  are  facing  between  a  35  and  40  percent  decrease  in  Fiscal 
Year  1982  over  Fiscal  Year  1981.     Would  you  comment  please? 

Secretary  Schweiker :  The  reductions  are  a  necessary  part  of  the 
President's  economic  recovery  program  and  an  important  step  in 
controlling  the  inflation  that  is  so  detrimental  to  our  economy, 
our  citizens  and  to  the  administration  of  these  very  programs  that 
are  intended  to  serve  them.  Allowing  for  inflationary  growth  in  all 
federal  programs  makes  it  very  difficult  to  control  the  basic 
inflation  that  this  country  is  experiencing. 

Clearly  states  are  facing  a  reduction  in  the  total  amount  of 
federal  funds  that  they  will  receive.  As  we  have  indicated  before, 
administrative  savings  and  the  increased  flexibility  of  the  block 
grants  will  allow  states  to  offset  a  substantial  portion  of  the 
reduction.  How  much  will  depend  upon  how  effectively  and  how 
quickly  the  states  can  take  advantage  of  the  increased  flexibility. 

Mr.  Conte:    What  factors  helped  the  Administration  decide  on  a  level 
of  75  percent  of  the  FY  1981  level?     Originally  when  the  block 
grant  approach  was  seriously  discussed  most  of  the  talk  was  of 
cutting  the  1981  levels  by  20  percent.     What  factors  influenced 
your  decision  to  increase  that  cut  to  25  percent? 

Secretary  Schweiker:    The  reductions  in  the  amount  of  federal  funds 
that  would  be  provided  to  states  under  the  block  grants  were  based 
on  a  review  of  the  entire  federal  budget  and  an  identification  of 
where  it  was  possible  to  make  the  reductions  necessary  to  hold 
overall  federal  budget  growth  to  a  specified  level.    The  25  percent 
reduction  reflects  a  level  of  funding  necessary  to  maintain 
essential  services  while  at  the  same  time  reducing  overall  budget 
growth.    That  is  a  difficult  balance  to  achieve  and  in  doing  so  many 
other  levels,  including  20  percent,  were  considered. 
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Block  Grants 


Mr.  Conte:  Can  you  give  us  an  estimate  of  the  number  of 
Federal  agency  job  slots  that  will  be  eliminated  by 
creation  of  savings  that  you  can  attach  to  those  job 
slots  and  related  expenses? 

Secretary  Schweiker:     There  will  be  a  savings  of  2,439 
full-time  equivalent  positions  currently  involved  in 
managing  this  Department's  categorical  programs  which 
will  go  into  the  block  grants.     The  related  administra- 
tive cost  savings  from  the  block  grant  proposals  are 
$75.2  million.     This  savings  includes  staff  and  other 
overhead  costs. 

Mr.  Conte:  What  kind  of  savings  do  you  anticipate  the 
Block  Grants  will  effect  in  areas  like  travel  and 
consultant  services? 

Secretary  Schweiker:     The  exact  amount  of  savings  for 
travel  and  consultants  has  not  been  determined. 
However,  some  of  the  25%  savings  attributed   to  the 
block  grant  proposal  would  be  in  the  travel  and 
consultants  areas. 


170 


PSYCHIATRIST  SHORTAGE 

Mr.  Conte:  Without  regard  to  other  concerns  you  may  have 
about  GMENAC  (Graduate  Medical  Education  National  Advisory 
Committee)  would  you  agree  with  its  conclusion  that  psychiatry 
is  a  medical  shortage  specialty  (in  that  there  is  a  12,900 
psychiatric  shortage  forecast  for  1990)  and  the  statement  in  the 
1980  Heritage  Foundation  Report  on  Health  "that  lack  of  funding 
(of  psychiatry  residency  and  clinical  training  programs)  has 
accelerated  the  shortage  situation"?  (The  number  of  medical 
graduates  choosing  psychiatry  has  declined  from  12$  (in  1970)  to 
less  than  H%  in  1980). 

Secretary  Schweiker:  Although  there  is  some  question 
concerning  the  methodology  used  in  the  GMENAC  study,  both 
studies  are  probably  correct  in  their  identification  of 
psychiatry  as  a  shortage  specialty.  The  real  issue  is  one  of 
degree,  and  whether  the  impact  of  such  a  shortage  is 
sufficiently  great  to  warrant  the  displacement  of  other  national 
budget  priorities. 


FEDERAL  RESPONSIBILITY 

Mr.  Conte:  Do  you  agree  with  0MB  Director,  Dave  Stockman's 
statement  in  an  interview  following  the  "Issues  and  Answers" 
program  on  ABC-TV  that  the  Government  has  no  business  providing 
"housing,  psychiatric  care  and  legal  aid"  specifically  as  such 
statement  impacts  on  psychiatric  care"?  If  yes,  what  about  the 
reality  that  such  policy  will  result  in  individuals  needing  more 
costly  institutionalization  and  becoming  part  of  the  more 
expensive  and  inappropriate  criminal  justice  system? 

Secretary  Schweiker:  In  responding  to  this  question,  it  is 
important  to  separate  two  issues:  the  question  of  whether 
psychiatric  care  should  be  supplied  by  any  government  body,  as 
opposed  to  the  question  of  whether  the  supplier  should 
specifically  be  the  Federal  Government.  I  believe  that 
Mr.  Stockman  was  speaking  within  the  context  of  the  Federal 
Government,  and  within  that  context,  I  would  agree  with  the 
statement.  The  general  health  services  block  grant  proposed  for 
1982  will  make  it  possible  for  the  states  to  order  their  health 
care  priorities  to  their  greatest  advantage.  For  that  reason,  I 
do  not  foresee  that  the  mentally  ill  will  be  neglected. 
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ADAMHA  REORGANIZATION 

Mr.  Conte:     Would  you  share  with  the  Committee  your  views  on 
whether  the  ADAMHA  research  activities  should  be  transferred  to  NIH? 
If  so,  why?     If  not,  why  not? 

Secretary  Schweiker:     The  current  organization  of  ADAMHA  is 
appropriate  to  their  present  mission.     The  coordinated  focus  of  re- 
search, service,  and  training  activities  on  these  problems  of  immense 
public  impact  is  the  best  approach  to  assure  effective  action  in  this 
area.     However,  if  Congress  accepts  the  budget  proposals  now  before 
it,  many  basic  functions  throughout  the  PHS  will  greatly  alter.  This 
could  lead  to  a  review  of  the  structure  of  the  organization  so  as  to 
insure  the  most  appropriate  arrangement  of  its  functions. 
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HEALTH  PROFESSIONS  EDUCATION 

Mr.  Conte:       I  continue  to  be  concerned  about  Administration 
efforts  to  eliminate  "Capitation"  support  of  the  nation's  medical 
and  professional  health  schools.    Medical  school  tuitions  now  cost 
anywhere  from  $10,000  to  $14,000  per  year,  and  even  with 
Capitation  and  Student  Assistance,  young  doctors  spend  many  years 
paying  back  loans  that  add  up  to  well  over  $100,000. 

These  costs  make  it  awful  tough  for  low  and  middle  income 
students  to  attend  medical  schools.    Aren't  you  concerned  about 
making  the  medical  profession  the  province  of  the  rich  only? 

Secretary  Schweiker.    While  the  Administration  believes  that 
the  financially  disadvantaged  student  needs  to  be  assisted  with 
funds  to  complete  a  medical  education  it  also  believes  that  such  a 
student  should  be  able  to  repay  a  sizeable  loan  once  professional 
status  is  attained.    Thus,  student  assistance,  in  the  form  of 
loans,  will  be  available.      The  Administration  is  proposing  that 
Federal  programs  to  assist  medical  students  focus  on  assuring 
adequate  loan  monies.    To  protect  the  student  fearful  of  failure 
to  complete  the  course  of  study,  emphasis  will  also  be  placed  on 
forgiveness  of  loans  incurred  in  the  event  that  a  student  is 
unable  to  complete  the  medical  program.     Students  may  also  choose 
to  repay  part  or  all  of  their  loans  through  service  in  a 
designated  manpower  shortage  area.     In  addition,  private 
foundations  such  the  the  Robert  Wood  Johnson  Foundation  and 
National  Medical  Fellowships,  Inc.  are  continuing  programs  of 
assistance  to  particularly  needy  students. 

NURSING 

Mr.  Conte:     Mr.  Secretary,  every  year  the  Administration  and 
Congress  argue  the  issue  of  continued  Federal  support  of  Nursing 
Capitation  and  Student  Assistance  programs.     We  all  know  that  the 
Nursing  Profession  has  some  problems  attracting  and  keeping  really 
qualified  personnel. 

The  Administration  professes  to  be  supportive  of 
nursing  programs.     In  0MB 's  early  reports  and  proposals,  they 
spoke  of  continuing  critical  support  of  nursing.    Now  the  budget 
for  Fiscal  1981  and  1982  eliminate  all  support  of  nursing.  What, 
in  fact,  are  you  proposing  as  support  for  the  nursing  profession? 

Secretary  Schweiker.    The  FY  1981  budget  will  provide 
$757,000  support  for  Advanced  Nurse  Training,  $10,000,000  for 
Nurse  Practitioners,  and  $12,000,000  for  Nursing  Special  Projects. 

The  FY  1982  budget  will  provide  $1,300,000  for  Advanced  Nurse 

Training,  $5,500,000  for  Nurse  Practitioners  and  $6,432,000  for 

Nursing  Special  Projects. 


173 


The  Advanced  Nurse  Training  funds  will  provide  institutional 
support  to  collegiate  schools  of  nursing  to  plan,  develop,  and 
operate,  or  to  significantly  expand  or  maintain  programs  for  the 
preparation  of  professional  nurses  at  the  master's  or  doctoral  level 
to  be  clinical  nurse  specialists,  teachers,  administrators,  and 
supervisors . 

The  Nurse  Practitioner  Program  will  provide  grants  to  public  or 
nonprofit  private  schools  of  nursing,  medicine,  and  public  health, 
public  or  nonprofit  private  hospitals  and  other  public  or  nonprofit 
private  entities  to  plan,  develop  and  operate,  expand  or  maintain 
programs  to  train  nurse  practitioners  in  primary  health  care  and  to 
improve  educational  processes  to  assure  competency  of  primary  health 
care  providers.    These  practitioners  will  deliver  much  needed 
medical  services  in  urban  and  rural  underserved  areas  to  all  age 
groups  especially  those  who  have  limited  access  to  health  care  such 
as  mothers,  infants,  children,  the  chronically  ill,  and  the  aged. 
Students  will  be  trained  to  work  in  collaboration  with  other  health 
care  providers  and  agencies  in  both  urban  and  rural  settings  where 
shortages  of  primary  care  health  professionals  exist.  Traineeships 
will  also  be  provided  to  nurse  practitioner  students  in  order  to 
improve  the  geographic  distribution  and  to  achieve  more  equitable 
and  accessible  primary  health  care  through  service-connected  payback 
commitments  in  designated  primary  care  shortage  areas. 

Nursing  Special  Project  funds  will  provide  support  to  public 
and  nonprofit  entities  for  improving  the  distribution  of  bedside 
nurses  with  a  primary  focus  on  areas  with  low-income  populations. 
Supported  projects  will  include  development  of  innovative  bedside 
nursing  methods  and  continuing  education  programs  emphasizing  bed- 
side nursing,  primary  care,  and  prevention  to  meet  the  needs  of 
high  risk  groups,  especially  the  elderly.    Additionally,  activities 
will  be  conducted  to  increase  nursing  education  opportunities  among 
individuals  from  disadvantaged  backgrounds . 

Mr.  Conte:     I  wonder  if  your  staff  can  provide  for  the  record 
some  data  on  the  number  of  registered  nurses  in  the  U.S.,  how  many 
of  them  are  still  practicing  nursing  and  how  many  others  have 
moved  to  other  professions?     (Some  of  the  data  we  have  suggests 
that  fully  75  percent  of  all  registered  nurses  are  still  employed 
in  nursing,  and  that  is  a  high  percentage  for  women  in  any 
profession. ) 

Secretary  Schweiker:     The  latest  comprehensive  study  data 
available  on  registered  nurses,  the  National  Sample  Survey  of 
Registered  Nurses  estimated  that,  in  September  1977,  there  were 
about  1.4  million  registered  nurses  with  current  licenses  to 
practice,  of  which  about  980,000  were  employed  in  nursing.  Thus, 
about  70  percent  of  the  nurses  with  current  licenses  to  practice 
are  employed  in  nursing.     Added  to  this  should  be  3  percent  of  the 
1.4  million  who  were  not  employed  in  nursing  when  the  survey  was 
taken  but  were  seeking  nursing  employment.    Of  the  1.4  million,  4 
percent  are  employed  in  other  than  nursing  positions  or  fields. 
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This  left  about  324,000  (23  percent  of  the  1.4  million)  who  were 
neither  employed  nor  looking  for  nursing  employment.    Over  one- 
third  of  this  group  were  at  least  50  years  old  with  almost  two- 
thirds  of  these  older  nurses  in  their  sixties.    The  remaining 
segment  of  these  inactive  nurses  were  primarily  individuals  with 
children  at  home,  a  large  proportion  with  children  under  the  age 
of  six. 

A  comparison  between  registered  nurses  and  all  women  show  that  the 
percentage  of  registered  nurses  who  are  employed  is  about  the  same 
or  slightly  higher  than  the  labor  force  participation  rate  for  all 
women  college  graduates  and  considerably  higher  than  that  for  all 
women.    According  to  the  Bureau  of  Labor  Statistics,  51  percent  of 
all  women  of  working  age  were  in  the  labor  force  in  1979,  far  below 
the  70  percent  figure  noted  for  nurses  in  1977.    Among  women  who  had 
completed  four  or  more  years  of  college,  67  percent  were  in  the 
labor  force. 
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MATERNAL  AND  ChiLD  hEALTH 

Mr.    Cente   .     1  recognize  that  in  the  area  of  Maternal  and  Chili 
health  you  are  including  the  States  grants  in  the  Block  Grant 
approach,    however,  it  appears  from  your  budget  that  you  are  in  fact 
eliminating  all  "Research  and  Training"  under  Maternal  and  Child 
Health.    What  is  your  rationale  for  eliminating  all  research  and 
training  under  Maternal  and  Child  health? 

Secretary  Schweiker.    The  rationale  for  terminating  all  research 
and  training  under  Maternal  and  Child  health  is  that  other  agency 
programs  presently  engaged  in  health  research  and  training  are 
adequate  to  support  these  functions. 

Mr.  Conte    .    If  you  eliminate  all  training  you  are,  in  effect, 
defunding  the  "University  Affiliated  Facilities  for  the 
Developmentally  Disabled."    There  are  currently  2.1  of  these 
facilities  providing  services  to  67 ,000  severely  disabled  children. 
And  they  proviie  important  training  to  more  than  5,000  medical 
personnel,  annually.    Do  you  have  estimates  as  to  what  extent  these 
cuts  would  deny  services  to  the  severely  disabled  children  that  need 
them? 

Secretary  Schweiker.    It  is  difficult  to  estimate  service 
capacity  at  the  University  Affiliated  Centers  without  maternal  and 
child  health  training  support.    Other  support,  State/local/private, 
third-party  payments  and  other  government  programs,  would  be 
required  to  supplant  the  loss  of  these  Federal  funds. 

Mr.  Conte    .    The  universities  that  support  these  centers  along 
with  the  Federal  Government  planned  under  the  program  to  operate 
these  centers  for  20  years,  and  were  required  to  use  senior  tenured 
faculty.    Now  with  the  cuts  they  face  some  real  problems. 
Eliminating  senior  tenured  faculty  isn't  easy,  nor  is  finding 
alternate  funding  with  virtually  no  notice.    Would  it  not  be  wiser 
to  phase  out  this  program  so  that  the  centers  and  universities  in 
question  could  have  time  to  plan? 

Secretary  Schweiker.    we  are  hopeful  that  by  giving  nine  months 
notice  to  grantees  to  identify  alternative  sources  of  support  they 
are  allowed  enough  time  to  make  plans. 

Mr.  Conte  .  have  you,  in  fact,  done  any  consulting  or  planning 
with  the  universities  so  that  alternate  arrangements  could  be  made? 

Secretary  Schweiker.    Consulting  with  the  universities  prior  to 
the  presentation  of  the  President's  budget  to  Congress  on  March  10 
would  not  have  been  appropriate.    Since  then,  Department 
staff  have  been  available  to  provide  requested  assistance. 
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AD  AMI  LA.  REORGANIZATION 

Mr.  Conte:     Would  you  share  with  the  Committee  your  views  on 
whether  the  ADAMHA  research  activities  should  be  transferred  to  NIH? 
Why  or  why  not? 

Secretary  Schweiker:     The  current  organization  of  ADAMHA  is  ap- 
propriate to  their  present  mission.     However,  assuming  that  the  Con- 
gress accepts  all  budget  proposals  impacting  ADAMHA,  its  functions 
will  greatly  alter.     Should  these  proposals  pass  the  Congress,  it 
could  lead  to  a  review  of  the  structure  of  the  Agency  so  as  to  insure 
the  most  appropriate  arrangement  for  the  functions  of  the  Institutes. 

CLINICAL  TRAINING  PHASEOUT 

Mr.  Conte:     It  appears  that  you  are  proposing  to  phase  out  - 
even  clinical  training  in  ADAMHA  by  FY  1983.     What  is  your  rationale 
for  such  a  proposal? 

Secretary  Schweiker:     The  Federal  committment  to  such  special- 
ized training  programs  is  of  the  areas  in  which  we  believe  Federal 
participation  can  be  reduced.     Students  wanting  to  enter  these  pro- 
fessions can  seek  loans  or  other  sources  of  financial  support  as 
other  students  are  required  to  do.     There  seems  little  justification 
in  these  economic  times  for  supporting  the  training  of  students  who 
will  eventually  earn  a  salary  far  in  excess  of  the  national  norms. 
I  feel  that  all  worthy  candidates  will  be  able  to  find  other  funding 
sources  and  will  thus  be  able  to  receive  the  education  they  desire. 

SOCIAL  RESEARCH 

Mr.  Conte:     What  is  your  position  or  rationale  for  eliminating 
Federal  support  of  "social  research"  in  ADAMHA? 

Secretary  Schweiker:     In  the  current  economic  climate  where  Fed- 
eral fiscal  restraint  is  a  necessity,  we  have  attempted  to  clearly 
define  and  refine  our  research  portfolio.     In  doing  so,  we  are  pro- 
posing to  eliminate  that  research  that  is  not  clearly  pertinent  to 
clinical  health  problems  associated  with  alcohol,  drug  abuse,  mental 
illness,  and  emotional  disorders.     The  result  of  this  effort  will 
amount  to  a  phase  down  of  the  social  research  in  the  agency  that  is 
merely  directed  at  social  issues  and  whose  findings  are  of  less  im- 
mediate potential. 

PSYCHIATRY  AND  PSYCHIATRIC  NURSING  SUPPORT 

Mr.  Conte:     In  the  event  that  this  Committee  were  to  agree  to 
the  phase-out  and  elimination  of  "Mental  Health  Clinical  Manpower 
Training"  as  proposed  in  your  budget,  would  you  recommend  that  this 
Committee  redirect  its  funding  of  clinical  support  to  shortages  that 
exist  only  in  psychiatry  and  psychiatric  nursing?    Why  or  why  not? 

Secretary  Schweiker:     The  decision  to  eliminate  all  support  for 
clinical  training  reflected  a  belief  that  despite  acknowledged  short- 
ages in  certain  mental  health  areas,  the  need  to  restore  the  economy 
through  reductions  in  Federal  expenditures  represents  an  overriding 
national  concern.     However,  should  the  Committee  decide  to  redirect 
a  portion  of  the  previous  clinical  training  budget  to  psychiatry  and 
psychiatric  nursing,  these  programs  have  the  most  significant  short- 
age areas. 
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Mr.  Natcher.  We  will  insert  in  the  record  at  this  point  a  series  of 
reports  and  tables  prepared  by  the  Department  to  aid  the  Committee 
on  its  consideration  of  the  budget  request. 

Special  Reports  and  Tables* 

Page 

Tables: 

Total  budget  authority,  fiscal  year  1962— fiscal  year  1982    178 

Total  expenditure,  fiscal  year  1962— fiscal  year  1982    179 

National  health  care  expenditures,  1929-1979   180 

National  support  for  health-related  research  and  development,  1975-1981  184 

Total  employment,  fiscal  year  1962 — fiscal  year  1982    185 

Employment  detail,  fiscal  years  1980  and  1981   186 

Special  reports: 

Aging   188 

Alcoholism    257 

Arthritis,  rheumatic  diseases,  etc   310 

Burn  centers   325 

Cystic  fibrosis   335 

Day  care    350 

Diabetes   360 

Digestive  diseases   388 

Drug  abuse   402 

Fraud  and  abuse   428 

Genetic  diseases   442 

Huntington's  disease   471 

Hypertension   477 

Long-term  care   489 

Maternal  and  child  health   510 

Mental  health,  general   536 

Mental  retardation   546 

Migrant  health   568 

Multiple  sclerosis   570 

Nutrition   581 

Population  and  family  planning   627 

Rural  health.....   695 

Spinal  cord  injury   702 

Stroke   715 

Sudden  infant  death  syndrome   728 

Venereal  disease   747 

Reports  submitted  in  response  to  House  Report  96-1244: 

Reye's  syndrome   769 

Epilepsy   801 

Huntington's  disease,  multiple  sclerosis   827 

*  These  tables  and  reports  were  prepared  based  on  the  January  1981  budget  proposal. 
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Department  of  Health  and  Human  Services 
National  Support  for  Performance  of  Medical  and  Health-Related 
R&D,  by  Source  of  Funds,  1975-1981 1 


(Millions  of  dollars) 


Source  of  funds 

1975 

1976 

1977 

1978 

1979 

1980 

1981 

actual 

estimated 

Total 

$4,688 

$5,084 

$5,594 

$6,249 

$7,084 

$7,839 

$8,489 

Government 

3,118 

3,371 

3,734 

4,197 

4,748 

5,181 

5,476 

Federal2 

(NIH) 2 
State  and  local 

2,832 
(1,880) 
286 

3,059 
(2,060) 
312 

3,396 
(2,280) 
338 

3,811 
(2,581) 
386 

4,321 
(2,953) 
427 

4,726 
(3,182) 
455 

4,994 
(3,353) 
482 

Industry 

1,306 

1,446 

1,587 

1,770 

2,032 

2,336 

2,674 

Private  Nonprofit 

264 

267 

273 

282 

304 

322 

339 

Foundations 

Vol.  health  agencies 

Other 

86 
85 
93 

76 
94 
97 

71 
102 
100 

65 
113 
104 

63 
131 
110 

60 
144 
118 

56 
158 
125 

1  Coverage  is  limited  to  conduct  and  support  of  medical  and  health-related  research 
and  development,  and  excludes  training  and  construction. 


2  Includes  foreign  currency  programs. 

Note:    Data  for  the  Federal  Government  are  obtained  from  a  survey,  conducted  by  the 
National  Institutes  of  Health,  of  Federal  agencies'  support  for  medical  and 
health-related  R&D.     Estimates  for  State  and  local  governments  include 
awards  made  by  governmental  agencies,  as  well  as  appropriations  made  to 
educational  institutions  for  the  performance  of  health  R&D.    The  industry 
sector  includes  data  for  the  pharmaceutical,  medical  supply,  and  biomedical 
engineering  industries.     The  non- industrial  private  sector  covers  the  funds 
provided  by  philanthropic  foundations,  voluntary  health  agencies,  and  other 
private  contributors  for  the  support  of  health  R&D. 


185 


186 


u  a 
•- ■  a* 


ro     r-  r- 

T 

n  h  ml 
in  ©1 


(D  CO 


.-I  CT\  T 


£"8 

O  4J 


HH  O 


u  a 
■u  CO 


Q 

<5£ 


IU  to 

■BE 


8  c 

N  O 

o  — 
3  a, 


rsi  co 


5° 


>      ••  4)  (0 

u  to  c  a  cj  . 
<u  a>  o  to  • 
to  o  —  >  ■->  . 

J=  >  <0  0) 
■U  Wi  u  CO  u  l 

"m  $  CO  JC  *2  , 

31  5  -5  Uj  qJ  S  <-h 

o  -i  e  a)  jj  m 
•- •  m  "o  x  c  4J  a> 

<2 


<i  § 

to  10 

Sis 

<  to 
a  -i 


S  : 


O  4J  o  c  c 


to  0) 
«x 

u 

0)  o 

5^ 


£8 


O  xJ 
■-  ITS 
4J  u 


T>  CO  C 

8  S" 

fc.  x 


*8  o 


T3  in 


jJ  r- 
5 


vo     i-h  m 


JE 


i  vo  m  r-  o 


0)  o 
u  oo 

I  12 


1? 

—  oj 

0) 


"8, 


O  C 
■u  di 


ro  V©  O  O  <N 

(N  H  H  l/l  ffv 


co  o  <-h  r-  u~> 

CTv  O  i— I  O  ^ 

r»  <n      in  (N 


<5S 


in  oo      r-  o 

OOCONHM 

io  co      m  i-h 


O  g. 


•8 

Ie 


©  <NI  f-  tT  <N 

m  n  Hin 


O  — 
*J  o 


187 


3  I  : 

1  o  u 


U  — <  4J 

oj  >  c 

W  I-  01 
U  OJ  E 

as  c/3  o 

I* 


0)  4J 

>  c 


o  _  _ 
9  * 


I 


188 


DEPARTMENT  OF  HEALTH  AND  HUMAN  SERVICES 


REPORT  ON  ACTIVITIES  IN 


AGING 


DEPARTMENT  OF  HEALTH  AND  HUMAN  SERVICES 
ACTIVITIES  SERVING  OLDER  AMERICANS 
DURING  1980 


In  response  to  the  many  social,  health,  economic,  education,  and  other 
needs  of  the  Nation's  elderly,  a  wide  range  of  programs  serving  this  age 
group  were  administered  during  I98O  by  various  agencies  throughout  the 
Department  of  Health  and  Human  Services  (HHS).    This  report  begins  with  a 
tabular  summary  of  actual  and  expected  annual  expenditures  for  activities 
on  behalf  of  older  Americans  of  each  HHS  agency  which  performs  functions 
relating  to  this  segment  of  the  population.    This  is  followed  by  narrative 
descriptions  of  those  activities,  in  the  following  order: 

I.    Office  of  Human  Development  Services 

A.  Administration  on  Aging 

B.  OHDS  Title  XX  Program 

C.  Administration  for  Native  Americans 
II.    The  Assistant  Secretary  for  Health 

A.  Office  of  the  Assistant  Secretary  for  Health 

B.  National  Institutes  of  Health 

C.  Alcohol,  Drug  Abuse,  and  Mental  Health  Administration 

D.  Food  and  Drug  Administration 


E. 


Health  Resources  Administration 


F. 


Health  Services  Administration 


III. 


Health  Care  Financing  Administration 


IV. 


Social  Security  Administration 
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DEPARTMENT  OF  HEALTH  AND  HUMAN  SERVICES 

Funds  for  Programs  on  Aging 
(in  thousands  of  dollars)  1/ 

Office  of  Human  Develop-  2/ 
ment  Services  1£Z8  1279  19J30  lg&L  1982 

A.    Administration  on 
Aging  Title  H, 
National  Clearing- 
house on  the  Aging         2,000  2,000         2,000         2,000  2,000 

Title  II,  Federal 
Council  on  the 

Aging  U50  U50  U50  581  581 

Title  III,  Area 

Planning  and  Social  3/3/2/3/ 
Services  Programs  153,000         

Title  III,  Planning, 
Coordination,  Evalua- 
tion, and  Adminis- 
tration of  State 

Plans  19,000        22,500       22,500       22,675  22,675 

Title  IH,  Model  hj  hj  kj  hj 

Projects  15,000  —  —  —  — 

Title  IH,  Part  B,  5/ 

Social  Services  —       196,970     2U6,970     257,000  2^7,000 


1/  All  amounts  in  this  tabulation  are  stated  in  thousands  of  dollars,  except 
those  relating  to  Social  Security  Administration  and  Health  Care  Financing 
Administration  programs,  which  are  stated  in  millions. 

2/  All  figures  in  this  column  are  estimates,  based  upon  I982  Budget  requests. 

3/  After  Oct.  1,  I978,  most  of  the  activities  previously  funded  under  the  Title 
III  Area  Planning  and  Social  Services  authority  are  being  funded  under 
authority  of  Title  III,  Part  B.    However,  area  agency  administration  activi- 
ties, previously  funded  under  the  Title  III  Area  Planning  and  Social  Services 
authority,  are  being  funded  by  a  set-aside  of  up  to  8.5$  of  the  funds  appro- 
priated under  Title  III,  Parts  B  and  C.    Part  B  funds,  in  addition  to  being 
used  for  general  social  services,  are  used  for  acquisition,  alteration  and 
renovation  of  facilities  to  serve  as  senior  centers,  which  before  Oct.  1, 
1978  were  funded,  under  Title  V,  and  for  construction  of  senior  centers, 
which  could  not  be  funded  under  that  title. 

hj  Effective  Oct.  1,  1978,  the  authorization  for  Title  HI  Model  Projects  was 
replaced  by  the  authorization  of  Title  IV,  Part  C,  Discretionary  Projects. 

5/  A  $10,000,000  rescission  has  been  requested. 
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DEPARTMENT  OF  HEALTH  AND  HUMAN  SERVICES 

Funds  for  Programs  on  Aging 
(in  thousands  of  dollars) 

I.    Office  of  Human  Develop-  2/ 
ment  Services  1978  1979  1980  I98I  1982 

A.    Administration  on  Aging  (cont. ) 
Title  III,  Part  C, 
Subpart  1,  Congregate  6/ 

Nutrition  Services  —       277, 0^6     270,000     295,000  322,900 

Title  III,  Part  C, 
Subpart  2,  Home 

Delivered  Nutri-  6/  jj 

tion  Services      50,000       55,000  60,000 

Title  IV,  Part  A, 

Training  17,000         17,000       17,000       1^,000  12,000 

Title  IV,  Part  B,  Research 

and  Development  8,500  8,500        8,500        6,000  5,180 

Title  IV,  Part  C,  Discretionary 

Projects  and  Programs   8/     15,000       25,000       22,500  23,020 

Title  IV,  Part  E,  Multi- 
disciplinary  Centers  of 

Gerontology  3,800         3,800        3,800        3,000  3,000 

Title  V,  Multipurpose  Senior  2/2/2/2/ 
Centers  J+0,000       

6/  Title  III,  Part  C,  Subparts  1  and  2  were  not  authorized  before  the  beginning 
of  FY  1979.    Before  then,  the  Nutrition  Program  for  the  Elderly  was  funded 
under  Title  VII. 

7/  Before  Oct.  1,  1978,  Title  VH  funds  could  be  used  for  home  delivered 

nutrition  services,  and  approximately  15$  of  them  were  used  for  this  purpose. 
After  that  date,  a  State  may,  with  the  Commissioner's  approval,  transfer 
funds  from  its  congregate  nutrition  allotment  to  heme  delivered  nutrition  and 
vice  versa. 

8/  Effective  Oct.  1,  1978,  the  previously-authorized  Title  III  Model  Projects 
program,  in  slightly  different  form,  became  one  of  the  discretionary  programs 
authorized  by  Title  IV,  Part  C. 

9/  Effective  Oct.  1,  1978,  the  Title  V  program  for  acquisition,  alteration, 

or  renovation  of  facilities  to  serve  as  senior  centers  was  consolidated  into 
Title  III.    Therefore,  the  FY  1979,  FY  I98O,  and  I98I  figures  in  this 
tabulation  for  Title  HI,  Part  B  include  funds  for  this  purpose,  as  well 
as  for  construction  of  centers,  which  was  not  previously  authorized  by 
Title  V. 
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DEPARTMENT  OF  HEALTH  AND  HUMAN  SERVICES 

Funds  for  ?rj;r=-"!  on  Aging 
[in  thousands  of  dollars; 

I.     Office  of  Hi  nan  Develop-  2/ 
raent  Services  1978  1979  1980  1981  1982 

A.    Administration  on  Aging  (cont.) 

Title  VI,  Direct  Indian  10/ 

Grants  ---  None  6,000         6,000  6,000 

Title  VII,  Nutrition  Program  11/  11/  11/  11/ 

for  the  Elderly  250,000 

12/  13/ 
3.    CEDS  Title  XX  262,000       300,000        328,000  364,000 


C.    Administration  for  Native        13/                               13/             13/  13/ 
Americans    258.658       

II.    Assistant  Secretary  for  Health 

A.     Office  of  the  Assistant  Secretary 
for  Health 

Nat.  Cent,  for  Health 

Serv.  Research  1,307  1,128         1,393         1,300  1,400 

Nat.  Cent,  for  Health  13/  13/  13/  13/  13/ 
Statistics           


10/    Between  1975  and  1978,  direct  grants  to  Indian  tribes  could  be  made  from 
Title  III  funds,  but  there  was  no  separate  authorization  for  this  purpose, 
as  provided  by  the  1978  Amendments  for  fiscal  years  after  1978. 

11/    Effective  Oct.  1,  1978,  the  Title  VII  nutrition  program  was  consolidated  into 
Title  III.    Therefore,  nutrition  funds  after  that  date  are  listed  under 
Title  III,  Part  C,  as  above. 

12/    Estimates  in  this  line  relate  only  to  aged  who  receive  both  SSI  and  Title 
XX  services,  and  do  not  include  amounts  spent  for  services  to  aged  who  are 
not  SSI  recipients.    These  are  rough  estimates,  but  the  best  available. 

13/    No  estimate  possible. 
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DEPARTMENT  OF  HEALTH  AND  HUMAN  SERVICES 

Funds  for  Programs  on  Aging 
(in  thousands  of  dollars) 

II.    Assistant  Secretary  for  2/ 

Health  (cont.)                          1978  1979           1980  1981  1982 

B.  National  Institutes  for  Health 

Nat.  Inst,  on  Aging         35,057  56,472       69,725       76,091  84,138 

Nat.  Heart,  Lung  and                13/  14/ 

Blood  Inst.                          —  381.839  1,855.712         1,950  2,050 

Nat.  Inst,  of  Arth.  Metab.  and  14/  14/ 

Digestive  Diseases              —13/  199.233      305.679  310  310 

Nat.  Cancer  Inst.             10,800  11,400        12,400       12,600  13,200 

C.  Alcohol,  Drug  Abuse,  and  Mental 
Health  Administration 

Nat.  Inst,  on  Alcohol  Abuse  14/ 

and  Alcoholism                     706  826            830  735  1,376 

Nat.  Inst,  on  Drug  14/ 

Abuse                                     50  209            189  554  654 

Nat.  Inst,  of  Mental 

Health                              16,448  22,316       23,745       29,938  40,973 

D.  Food  and  Drug  Admin-                13/  13/           13/  13/  13/ 
istration         


13/  No  estimate  possible. 
14/  Estimates 
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DEPARTMENT  OF  HEALTH  AND  HUMAN  SERVICES 


Funds  for  Programs  on  Aging 
(in  thousands  of  dollars) 


II.  Assistant  Secretary  for  14/  2/ 

Health  (cont.)  1978  1979  1980  1981  1982 

~E.  Health  Resources  Administration  (cont.) 
1.  Bureau  of  Health  Professions 


Nursing  Special 

Projects 

1 

783 

542 

771 

398 

343 

Nurse  Practi- 

tioners 

1 

906 

1,981 

1,119 

1,092 

1,365 

Advanced  Nurse 

Training 

1 

950 

2,297 

1,546 

200 

0 

Nursing  Research 

Project 

0 

34 

314 

122 

0 

Curriculum 

Development 


(Sec.  788(d)) 

0 

2,097 

2,174 

Area  Health  Edu- 

cation Centers 

0 

301 

87 

Physicians 

Assistants 

0 

155 

22 

Allied  Health 

139 

135 

121 

Family  Medicine 

Residencies 

0 

0 

526 

Bureau  of  Health 

Facilities 

19 

16 

3 

1,674  0 

64  65 

22  22 

0  0 


F.  Health  Services 

Administration  45,785        47,990         51,131  55,948  61,543 


14.  Estimates 
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DEPARTMENT  OF  HEALTH  AND  HUMAN  SERVICES 
Funds  for  Programs  on  Aging 
($  in  millions)  15/ 

JJ 

FY  1978         FY  1979       FY  1980         FY  1981  FY  1982 


III.  Health  Care  Financing 
Administration 
16/ 

A.  Medicaid-   ....    3,595.00       4,590.71       5,001.16       5,906.70  6,527.01 

B.  Medicare 

1.  Hospital 

Insurance 

Benefits  ..  15,441.00      17,501.00      22,108.57      24,597.99  28,994.54 

2.  Supplemen- 

tary Medi- 
cal Insur- 
ance Bene- 
fits   .....    5,789.00       6,893.00       8,935.01      10,789.88  12,556.78 


15.  All  amounts  in  this  tabulation  are  stated  in  thousands  of  dollars,  except 

those  relating  to  Social  Security  Administration  and  Health  Care  Financing 
Administration  programs,  which  are  stated  in  millions  of  dollars. 

16.  Estimate  of  portion  of  Federal  share  of  total  expenditures  for  this  program 

which  relate  to  older  persons. 
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DEPARTMENT  OF  HEALTH  AND  HUMAN  SERVICES 


Funds  for  Programs  on  Aging 


(in  millions  of  dollars) 


15/ 


1979  1980  1981  1982 

Actual  Actual        Estimate  Estimate 

IV.     Social  Security- 
Administration 

3enefit  payments  to  persons 
age  65  and  over  from  social 
security  trust  funds: 

Disability  Insurance  Benefits 

(dependents)   $       46         $       54       $         61       $  70 

Retirement  and  survivor's 

insurance  benefits   68,991  81,224  97,084  113,342 

Sub-total,  benefit  payments  to 
persons  age  65  and  over  from 

social  security  trust  funds.       69,037  81,278  97,145  113,412 

Payments  to  persons  age  6  5  and 
over  from  Federal  general 
revenue  funds 

Supplemental  Security  Income 

payments   1,685  1,829  1,979  2,155 

Special  benefits  for  disabled 

coal  miners   735  830  897  932 

Assistance  Payments   6  2  2  2 

Low-Income  Energy  Assistance 

Payments   0  0  301  0 

Subtotal,  payments  to  persons 
age  65  and  over  from  general 

revenue  funds   2,427  2,661  3,179  3,089 


Grand  Total,  Social  Security.       $71,464        $83,939      $100,324  $116,501 
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I.    OFFICE  OF  HUMAN  DEVELOPMENT  SERVICES 

A.    ADMINISTRATION  ON  AGING 

The  Administration  on  Aging  (AoA)  was  established  in  1965  in  accordance 
with  the  provisions  of  the  Older  Americans  Act  of  1965,  as  Amended.  The 
Older  Americans  Act  charges  AoA  with  responsibility  for  leadership  within 
the  Federal  Government  for  building  a  strong  intergovernmental  partnership 
to  address  the  concerns  and  problems  of  older  Americans. 

AoA  undertakes  a  variety  of  activities  in  seeking  to  foster  the  growth  of 
this  "partnership  in  aging. "    Title  III  of  the  Older  Americans  Act  gives 
AoA  responsibility  for  aiding  States  and  communities  in  developing  "com- 
prehensive and  coordinated  service  systems  to  serve  older  individuals . " 
Funds  to  support  the  establishment,  maintenance  and  expansion  of  these 
"service  systems"  are  provided  through  formula  grants  for  social  and  nutri- 
tion services,  as  authorized  in  Title  III.    These  funds  are  awarded  to 
State  Agencies  on  Aging  which  then  make  grants  on  a  substate  basis  to  Area 
Agencies  on  Aging  for  the  planning  and  management  of  services.    The  Area 
Agencies  award  Title  IH  funds  to  local  providers  for  the  actual  delivery 
of  services  to  older  persons.    Like  AoA,  State  and  Area  Agencies  are  also 
charged  under  Title  III  with  advocacy  responsibilities  on  behalf  of  the 
elderly.    The  whole  range  of  Title  III  activities  is  discussed  below. 

In  addition  to  the  requirements  for  the  development  of  service  and  advocacy 
systems  under  Title  III,  the  Older  Americans  Act  also  contains  a  number  of 
other  provisions  which  are  designed  to  help  AoA  improve  the  life  situations 
of  older  persons.    Title  IV,  a  program  of  discretionary  grants,  authorizes 
funds  for  training,  research,  and  demonstration  activities  which  specifi- 
cally focus  on  the  improvement  of  the  services  and  benefits  to  older 
citizens.    Similarly,  among  many  other  provisions,  Title  II  authorizes  a 
"National  Clearinghouse  on  Aging"  which  acquires  and  distributes  informa- 
tion on  the  needs  of  the  elderly  and  the  programs  designed  to  meet  those 
needs.    Title  VI,  which  was  funded  for  the  first  time  in  FY  I98O,  provides 
a  system  of  direct  grants  to  qualified  Indian  tribal  organizations  for  the 
provision  of  services  to  older  Indians. 

1.    Title  III  Activities 

The  Older  Americans  Act  of  I965  established  a  system  of  State  Agencies 
on  Aging.    These'  agencies  awarded  grants  to  start  local  programs  to 
provide  social  services  to  older  persons.    Since  1965,  the  Act  has 
been  amended  eight  times.    The  nutrition  program  was  established  in 
1972.    The  1973  Amendments  required  each  State  Agency  on  Aging  to 
divide  the  State  into  planning  and  services  areas  and  to  designate 
an  Area  Agency  on  Aging  in  each  area  for  which  an  area  plan  would 
be  developed.    Also  in  1973 }  the  multipurpose  senior  centers  program 
was  authorized  (although  funds  were  not  appropriate  until  1976). 
The  I978  Amendments  consolidated  under  one  title,  Title  III,  three 
programs- (social  services,  nutrition  services  and  multipurpose  senior 
centers)  which  had  been  authorized  under  separate  titles.  Final 
regulations  to  implement  the  1978  Amendments  to  Title  III  were 
published  in  the  Federal  Register  on  March  31,  I98O.    Regulations  for 
this  program  are  found  at  k5  CFR  Part  1321. 
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Title  III  is  a  formula  grant  program  to  provide  social  and  nutrition 
services  to  older  persons.    In  FY  1980  $589  million  -was  appropriated 
for  Title  HI.    This  was  almost  90%  of  the  AoA  FY  I980  budget.  The 
amounts  of  the  grants  to  States  are  based  on  the  number  of  persons 
in  each  State  aged  60  and  older,  but  each  U.S.  jurisdiction  is 
entitled  to  a  niniaiua  allotment  prescribed  by  law.    This  program  is 
administered  through  a  network  of  57  State  Agencies  on  Aging  (including 
the  territories).    At  the  community  level,  the  network  includes  602 
Area  Agencies  on  Aging  and  about  25,000  service  providers. 

The  Act  requires  each  State  to  submit  to  AoA  a  three-year  State  plan 
based  on  area  plans  developed  by  the  Area  Agencies,  which  purchase 
nutrition  services  and  a  wide  range  of  social  services,  depending 
upon  the  needs  in  the  local  community.    In  FY  1980  5^  percent  of 
Title  HI  funds  were  used  to  provide  nutrition  services  (including 
meals)  for  the  elderly. 

a.  Implementing  Title  III  -  The  Network  on  Aging 

Many  different  organizations  participate  in  the  effort  to  implement 
Title  III.    In  addition  to  AoA,  with  its  central  headquarters  in 
Washington  and  its  ten  Regional  Offices,  there  are  the  State 
Agencies  on  Aging,  the  Area  Agencies  on  Aging,  and  a  variety  of 
community- level  organizations  which  deliver  Title  III  social  and 
nutrition  services  to  the  elderly. 

For  the  most  part,  social  and  nutrition  services  supported  under 
Title  III  are  delivered  by  some  25,000  community- level  providers, 
including  both  public  and  private  organizations.    Within  the 
private  sector,  voluntary  and  "for-profit"  agencies  are  used. 
In  some  instances,  the  provider  is  a  special  purpose  organiza- 
tion dealing  exclusively  with  the  concerns  and  needs  of  older 
persons.    In  other  situations  the  provider  may  service  a  number 
of  constituent  groups,  including  older  persons.    In  all  instances, 
however,  the  providers  are  selected  because  of  their  expertise, 
their  capacity  to  deliver  the  services  older  persons  need,  and 
because  of  their  commitment  to  helping  the  elderly. 

b.  Title  III  Services  Provided 

Daring  FY  1980,  a  variety  of  social  services  were  provided  under 
Title  III  to  older  persons,  particularly  to  those  disadvantaged  by 
economic  or  social  need.    These  included  access  services  (such 
as  transportation,  outreach,  information  and  referral,  escort, 
individual  needs  and  assessment,  and  service  management), 
community  services  (such  as  residential  repair  and  renovation, 
congregate  meals,  legal  services,  continuing  education,  day  care, 
recreation,  and  senior  centers),  in-hcme  services  (such  as  home 
health  services,  homemaker,  pre  institutional  evaluation,  casework, 
counseling,  chore  maintenance,  readers,  telephone  reassurance,  and 
home-delivered  meals),  and  institutional  services  (such  as  the 
nationwide  Long-Term  Care  Ombudsman  Program  and  various  discre- 
tionary programs,  discussed  later  in  this  report). 


198 


The  Administration  on  Aging  is  charged  with  a  number  of 
responsibilities  regarding  the  planning  and  delivery  of  such  serv- 
ices to  the  elderly.    Technical  assistance  to  the  network  components 
which  actually  coordinate  and  manage  the  service  delivery  efforts 
is  one  such  responsibility.    Monitoring  the  quantity  and  quality 
of  Title  III  services  is  another. 

In  addition  to  these  activities,  AoA  is  also  responsible  for 
assisting  State  and  Area  Agencies  to  carry  out  new  service  develop- 
ment initiatives  through  the  use  of  its  discretionary  programs. 
These  include  the  research,  demonstration,  and  training  programs 
authorized  under  Title  IV  of  the  Older  Americans  Act.    In  addi- 
tion, the  evaluation  activities  authorized  under  Title  II  are 
also  part  of  this  effort,  as  is  the  program  of  the  National 
Clearinghouse  on  Aging  (another  Title  II  activity).    Finally,  the 
direct  grants  to  Indian  tribes  which  are  authorized  by  Title  VI 
are  also  in  the  service  development  category. 

Discretionary  Programs 

The  ongoing  transformation  of  the  population  of  the  United  States  is 
the  result  of  extraordinary  social  progress  in  this  century.  Since 
1900,  we  have  extended  life  expectancy  from  birth  by  more  than  60  per- 
cent.   The  next  half  century  will  bring  a  continued  shift  in  the  popu- 
lation structure  due  to  declining  birth  rates  and  extended  longevity. 
We  are  thus  in  the  midst  of  significant  social  changes ,  one  of  which 
is  the  addition  of  new  generations  of  older  people. 

These  dramatic  population  changes  present  us  with  significant  challenges 
and  opportunities.    As  a  Nation  we  need  far  more  information  than  is 
currently  available  concerning  the  needs  of  the  elderly,  the  services 
and  benefits  required  to  address  those  needs,  and  the  resources  the 
elderly  can  themselves  provide  to  help  in  resolving  both  the  issues 
associated  with  old  age  and  also  the  significant  questions  concerning 
other  population  groups. 

AoA's  discretionary  programs,  authorized  under  Titles  II,  IV,  and  VI 
of  the  Older  Americans  Act,  offer  unique  opportunities  to  target 
resources  in  effectively  addressing  these  questions.    The  evaluation 
program  authorized  under  Title  II  can  contribute  significantly  to  this 
effort,  as  can  the  activities  of  the  National  Clearinghouse  on  Aging. 
Through  the  research,  training  and  demonstration  activities  which  are 
supported  with  Title  IV  resources,  AoA  can  continue  to  shape  and  support 
the  agenda  of  inquiry  which  this  country  must  sustain  if  we  are  to 
secure  the  answers  we  need  regarding  the  basic  issues  associated  with 
our  changing  demographic  patterns.    Finally,  the  insights  gained  through 
the  implementation  of  the  new  Title  VI  program  for  services  to  older 
Indians  can  add  to  our  understanding  of  how  services  are  planned, 
managed  and  delivered. 

The  basic  roles  and  functions  of  AoA  are  established  in  Title  II  of 
the  Older  Americans  Act.    The  provisions  in  Title  II  and  the  subsequent 
authorities  and  mandates  establish  a  formidable  agenda  which  can  be 
aggregated  into  four  primary  areas  of  responsibility.    These  areas  are: 
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(1)  the  societal  integration  of  older  people  through  policy  develop- 
ment and  advocacy;  (2)  serving  those  in  need;  (3)  long  term  care;  and 
(k)  improving  capacity  through  application  of  knowledge. 

Disaster  Relief 

The  Disaster  Relief  Act  of  I97U  provides  an  orderly  and  continuing 
means  of  assistance  by  the  Federal  Government  to  State  and  local 
governments  in  carrying  out  their  responsibilities  to  alleviate  the 
suffering  and  damage  resulting  from  major  disasters  -  hurricane, 
tornado,  snowstorm,  fire  -  or  any  other  castastrophe .    The  Older 
Americans  Act  authorizes  AoA,  from  its  discretionary  funds,  to  reim- 
burse a  State  for  funds  that  it  makes  available  to  Area  Agencies  for 
delivery  of  social  services  during  a  major  disaster. 

The  following  States  received  disaster  relief  funds  during  Fiscal  Year 
I98O:    Ohio,  Washington,  Nebraska,  Wisconsin,  and  Alabama.    These  funds 
helped  provide  needed  services  to  older  persons  for  food,  clothing, 
and  shelter  during  disasters. 

Continuum  of  Care  for  the  Functionally  Disabled 

AoA  defines  long-term  care  as  health  care,  social  services  or  personal 
care  including  supervision,  treatment,  or  any  sort  of  simple  help  with 
everyday  tasks,  provided  formally  or  informally  on  a  recurring  or 
continuous  basis  as  needed  to  functionally  impaired  individuals .  The 
care  is  provided  in  homes  or  other  homelike  settings  in  the  community, 
if  possible,  or  in  an  institutional  setting  if  that  is  either  the 
client-preferred  or  the  medically  necessary  option. 

Current  public  policies  and  programs  do  not  provide  a  reasonably 
comprehensive  and  coordinated  range  of  community  based  long  term  care 
services.    Instead,  we  have  a  mix  of  laws,  policies,  programs  and 
agencies  which  result  in  serious  gaps  and  overlaps  in  available  services 
and  in  client  eligibility.    We  have  very  high  government  expenditures 
for  medically-oriented  institutional  care  and  very  little  for  large 
numbers  of  persons  who  need  less  costly  social-maintenance  care  in 
their  own  homes  and  communities.    Last  year  Federal  expenditures  for 
skilled  and  intermediate  care  were  double  the  combined  costs  for  SSI, 
Title  XX  services,  in-home  care  under  Titles  XVIII  and  XIX  of  the  Social 
Security  Act,  community  mental  health,  special  housing  constructed  by 
DHUD  and  Older  Americans  Act  funding. 

The  Multidisciplinary  Centers  and  the  Geriatric  Fellowship  Programs  are 
intended  to  intensify  staff  resources  development,  intensify  and  spread 
technology  development,  and  intensify  basic  and  applied  research  in 
long  term  care. 

a.    The  Long  Term  Care  Gerontology  Center  Program 

AoA  perceived  a  need  for  a  Federal  effort  to  establish  a  basis  for 
intensifying  multidisciplinary  staff  development  and  basic  and 
applied  research,  as  well  as  speeding  innovation  in  the  treatment 
of  chronic  impairment  and  functional  disabilities.    Meeting  that 
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need  meant  establishing  the  Long  Term  Care  Gerontology  Center 
Program  as  an  organized,  integrated  capability  in  institutions  of 
higher  education,  in  partnership  with  Federal  agencies,  geographically 
dispersed  to  serve  national  developmental  needs  in  long  term  care. 
Discussions  with  the  Health  Care  Financing  Administration, 
Veterans  Administration,  National  Institute  of  Mental  Health, 
Health  Services  Administration,  and  Health  Resources  Administration, 
as  well  as  with  academicians  indicated^ agreement  with  the  concept. 
Focusing  on  a  combined  health/social  services  approach,  these 
Centers  have  a  defined  relationship  both  with  a  medical  school  and 
with  community -based  long-term  care  services  provider  agencies. 
The  four-fold  purpose  of  this  major  program  is: 

-  to  enhance  the  education  and  training  of  medical  and  social 
service  professionals  and  para-professionals  regarding  the 
long-term  care  needs  of  the  elderly  and  the  most  expert  and 
appropriate  modes  of  care,  treatment,  and  services,  thereby 
enlarging  the  capacity  of  educational  institutions  to  meet  our 
society's  present  and  future  long-term  care  staff  resource 
needs ; 

to  increase  the  amount  and  quality  of  practice-oriented  and 
policy-relevant  research  dealing  with  long-term  care  problems; 

-  to  facilitate  innovation  and  experimentation  in  long-term  care 
service  delivery  in  an  experimental  environment;  and 

-  to  disseminate  best  practice  and  knowledge  through  consultation, 
technical  assistance,  continuing  education  and  training,  and 
public  information. 

AoA  is  funding  the  program  as  a  five  year  developmental  effort  to 
establish  up  to  12  multidisciplinary  LTC  academic  centers  of 
excellence.    AoA  and  the  institutions  provide  basic  core  support 
for  establishing  the  Centers.    Each  Center  formally  joins  medical 
schools,  health  science  schools,  social  welfare  schools  and 
other  units  in  the  phased  development  of  a  multidisciplinary 
program  under  the  direction  of  the  Center. 

Year  1  (1978)  involved  program  planning  and  concept  development 
jointly  with  Federal  agencies  and  the  academic  community.  Year 
2  (1979)  executed  first  year  planning  awards  to  22  institutions 
(out  of  nearly  50  proposals).    During  Year  3  (1980)  five  Centers 
were  established  as  operational,  four  institutions  received  second 
year  planning  awards,  and  seven  institutions  received  new  planning 
grants.     Thirteen  institutions  funded  in  1979  were  competitively 
dropped.    Years  4  and  5  will  develop  up  to  12  fully  operational 
centers,  geographically  dispersed. 

Geriatric  Fellowship  Program 

With  rare  exception,  undergraduate  and  postgraduate  training  of 
today's  primary  care  physicians  does  not  include  exposure  to  and 
competence  in  the  growing  body  of  knowledge  concerning  clinical 
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and  case  management  problems  that  occur  frequently  with  older 
patients. 

In  an  effort  to  improve  the  quality  of  medical  care  and  to  encourage 
new  professionals  to  enter  the  field  of  geriatric  medicine,  the 
Administration  on  Aging  is  supporting  a  number  of  geriatric  fellow- 
ships which  will  offer  future  medical  professionals  exposure  to 
the  special  body  of  knowledge  related  to  geriatric  medicine,  to 
the  special  ethical  issues  related  to  the  care  of  older  persons, 
to  the  social,  economic  and  psychological  problems  which  interact 
with  health  problems,  and  to  new  approaches  to  long  term  care  in 
the  community  and/or  institutions.    These  geriatric  physicians  will 
then  become  members  of  medical  school  faculties  for  the  purpose  of 
training  other  geriatric  physicians,  exposing  medical  students  to 
geriatric  issues,  and  supervising  and  encouraging  research  and 
practical  experiences  related  to  geriatric  care. 

During  FY  1979,  the  Administration  on  Aging  awarded  six  grants 
(which  were  continued  in  FY  1980)  to  support  the  development  of 
multiyear  programs  to  train  18  future  faculty  members. 

National  Channeling  Demonstration  Program 

The  National  Channeling  Demonstration  Program  is  a  major  Departmental 
initiative  aimed  at  testing  the  extent  to  which  State  and  local 
governments  and  agencies  can  develop,  coordinate,  and  manage  long 
term  care  services  that:     (a)  are  available  and  accessible  to  those 
persons  who  need  them;   (b)  are  provided  in  the  least  restrictive 
environment,  preferably  at  home  or  in  other  community  settings; 
and  (c)  can  be  delivered  without  any  substantial  amounts  of  new 
dollars,  by  deemphasizing  the  use  of  acute  care  and  nursing  home 
facilities.    At  the  core  of  the  channeling  concept  are  the  functions 
of  client  assessment  and  case  management  including  monitoring  and 
reassessment  as  methods  for  organizing  care  to  meet  individual  needs 
and  controlling  long  term  care  expenditures.    It  is  a  departure  from 
current  general  practice  because  it  includes  both  client-focused 
services  and  an  altered  set  of  relationships  among  health,  mental 
health,  and  social  services  agencies  which  help  clients  gain  access 
to  a  wider  array  of  services  than  is  usually  available. 

Twelve  States  received  two  year  contract  awards  in  FY  1980  to 
develop  and  carry  out  the  channeling  demonstrations.  Accompanying 
the  channeling  demonstrations  is  an  evaluation  contract  to  measure 
the  effects,  benefits,  and  costs  of  the  channeling  projects,  and 
a  technical  assistance  contract  to  inform,  advise,  train,  and 
otherwise  help  the  channeling  projects  in  their  work.    Eight  pro- 
jects were  competitively  awarded  to  State  Agencies  on  Aging.  Twenty- 
two  of  the  28  sites  are  either  Area  Agencies  or  were  jointly 
selected  by  State  and  Area  Agencies.    AoA  and  the  Health  Care 
Financing  Administration  (HCFA)  jointly  share  in  funding  this  De- 
partmental initiative,  which  is  being  coordinated  by  the  Office  of 
the  Assistant  Secretary  for  Planning  and  Evaluation  (ASPE) . 
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Another  component  in  the  Channeling  Demonstration  Program  is  State 
System  Development.    In  1980  State  System  Development  grants  were 
given  to  15  States.    Under  these  grants  the  States  will  identify 
the  long  term  care  needs  of  the  population,  with  emphasis  on  the 
elderly,  survey  the  available  services,  and  analyze  barriers  which 
restrict  the  establishment  of  an  effective  Statewide  long  term  care 
system.    The  States  will  plan  such  a  system  and  submit  the  plan  to 
HHS  with  recommendations  for  legislative  and  administrative  changes 
needed  at  all  levels  of  government  for  implementation. 

d.  State  and  Community  Model  Building 

Another  objective  of  AoA's  long  term  care  activities  is  to  conduct 
model  projects  to  promote  and  develop  community  based  planning  and 
service  capacities  to  meet  the  needs  of  chronically  ill  and  func- 
tionally impaired  older  people.    The  AoA/Health  Services  Adminis- 
tration demonstration  projects  utilize  primary  health  care 
facilities  as  model  service  delivery  points  for  vulnerable  older 
persons.    The  long  term  care  model  projects  demonstrate  the  effec- 
tiveness of  special  services  ranging  along  a  continuum  of  care. 

e.  Long  Term  Care  Policy  Formulation  and  Information  Exchange 

This  AoA  effort  involves  two  projects.    The  first  was  a  national 
policy  conference  grant  to  the  University  of  Chicago  School  of 
Social  Service  Administration  as  lead  agency  in  an  informal 
consortium  of  academic  institutions  to  conduct  an  analysis  of 
policy  options  for  improving  the  provision  of  long-term  care  to 
the  elderly.    Papers  on  six  selected  topics  along  with  an  inte- 
grating, overview  paper  were  prepared  and  thoroughly  reviewed  by 
panels  of  specialized  experts.    These  papers  were  distributed  in 
May,  1980,  to  about  50  invitees  to  a  two-day  symposium  held  in 
June,  for  which  the  papers  provided  a  common  basis  and  framework 
for  discussion.    The  papers  have  been  made  available  to  the  Depart- 
ment pnd  are  being  prepared  for  oublication. 

The  second  project  is  based  upon  a  cooperative  agreement  with  the 
National  Conference  on  Social  Welfare  and  its  subcontractor,  the 
University  of  Chicago  Center  for  the  Study  of  Welfare  Policy.  The 
major  purpose  of  this  effort  is  to  develop  and  disseminate  existing 
and  emerging  knowledge  about  long-term  care  and  related  policy 
issues  to  designated  target  audiences  including  State  legislators, 
program  administrators,  and  other  policy-makers.    The  project  will 
disseminate  the  Chicago  Symposium  papers  and  other  recent  reports 
through  presentation  at  regional  conferences. 

f .  Long  Term  Care  Data  Base 

AoA  is  an  active  participant  in  a  Departmental  effort  to  develop  a 
comprehensive  data  base  for  future  long  term  care  policy  decision- 
making.    Two  key  projects  were  begun  in  FY  1980  as  part  of  a 
Departmental  Statistical  Plan  for  Nationally  Representative  Long 
Term  Care  Data.    One  contract  award  was  for  the  analysis  and 
assessment  of  existing  data  on  various  important  aspects  of  long 
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term  care.    The  second  contract  award  was  for  the  development  of 
methodology  to  conduct  two  future  national  surveys:    a  survey  of 
impaired  individuals  in  households  and  a  survey  of  individuals  in 
institutions.    These  projects  are  funded  by  HCFA. 

Improving  Capacity  Through  Application  of  Knowledge 

The  development  of  health  and  social  services  for  older  people  parallels 
the  increase  in  the  older  population.    The  ability  of  families, 
community  agencies,  and  State  and  Area  Agencies  to  care  for  older  per- 
sons is  affected  by  the  degree  of  skill  and  competence  of  personnel. 
It  is  also  affected  by  the  use  of  new  technologies  and  practice 
techniques.    A  primary  objective  of  AoA  is  to  improve  the  knowledge 
and  skills  of  policy  makers,  administrators,  and  service  providers 
and  to  provide  them  with  improved  techniques  for  developing  and 
managing  services. 

Utilization  involves  the  development  of  knowledge  through  research, 
aggregating  and  organizing  information  for  systematic  distribution 
and  dissemination,  preparing  users  through  training,  technical 
assistance  and  applied  demonstrations  to  use  knowledge,  and  ulti- 
mately incorporating  knowledge  in  policy  articulation,  program  imple- 
mentation, and  practice. 

a.    Career  Preparation 

The  Title  IV-A  Gerontology  Career  Preparation  Program  is  designed 
to  support  the  training  of  persons  who  are  employed  or  preparing 
for  employment  in  the  field  of  aging.    AoA  is  committed  to 
building  the  capacity  of  institutions  of  higher  education  to  pre- 
pare persons  for  careers  in  aging  and  to  retrain  other  persons 
already  working  with  older  people. 

Priorities  in  1980  were:     (1)  policy  formulation,  planning,  and 
management;   (2)  case  management  or  services  management;   (3)  admin- 
istration of  services  including  health,  mental  health,  legal 
services,  employment  guidance  and  counseling,  services  delivered 
in  congregate  housing  and  community  focal  points,  home  care,  day 
care,  protective  services,  or  transportation;  and  (4)  administra- 
tion of  services  to  special  populations  such  as  minority  groups, 
the  rural  elderly,  the  inner  cities  elderly,  or  the  developmental ly 
disabled. 

AoA  funds  university -wide  projects,  graduate  and  professional 
school  projects,  two  and  four  year  undergraduate  projects,  and 
consortia  projects.    In  1980,  80  institutions  received  support 
under  the  career  preparation  program.    A  study  conducted  for  AoA 
by  Ketron,  Inc.,  indicated  that  courses  are  being  offered  in  over 
200  degree  programs  across  a  wide  variety  of  disciplines.  Over 
14,000  students  were  enrolled  in  courses  on  aging.    Over  3,100 
students  received  degrees  with  a  concentration  in  aging  and 
another  1,100  completed  full  degree  programs  in  aging.  Only 
1,400  students  received  financial  assistance.    Almost  9570  of 
those  specializing  in  or  receiving  degrees  in  aging  were  employed 
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within  one  year  of  graduation..    Sixty  percent  of  those  concen- 
trating in  aging  and  82%  of  the  degree  holders  were  working  in 
aging-related  jobs.    More  than  twenty  minority  institutions  received 
support  in  1980. 

Enhancing  Careers  in  Aging  for  Minorities 

The  Minority  Research  Associate  Program  was  initiated  in  response 
to  the  1978  Amendments  to  the  Older  Americans  Act.    In  addition 
to  increasing  support  for  minority  institutions  under  the  Career 
Preparation  program,  AoA  implemented  this  program  to  strengthen 
the  participation  of  minority  scholars  in  the  field  of  aging 
research. 

Five  projects  were  funded  with  institutions  or  organizations  with 
sufficient  program  resources  to  effectively  recruit  qualified 
minority  social  scientists  and  to  foster  research  activity  focused 
on  expansion  of  knowledge  concerning  the  needs  of  racial  and  ethnic 
minority  elderly  —  Asian/Pacific  Americans,  Blacks,  Hispanics, 
and  Native  Americans  —  and  the  improvement  of  services  to  meet 
such  needs. 

Development  of  Continuing  Education  Material  and  Technical  Assistance 

The  National  Continuing  Education  and  Training  Program  strategically 
focuses  limited  resources  on  continuing  education  systems  in  an 
effort  to  assist  in  the  redesign  of  curricula  and  approaches  to 
delivery  of  education  and  training  for  personnel  working  with  older 
people.    Continuing  education  and  technical  assistance  programs 
have  two  interrelated  objectives.    Simultaneously,  projects 
develop  specific  curricula  for  introduction  into  the  continuing 
education  programs  of  higher  educational  institutions  and  provide 
direct  training  of  personnel  working  in  the  aging  network.  Con- 
tracts or  grants  are  awarded  competitively  for  the  development  and 
field  testing  of  training  and  technical  assistance  materials. 

Once  developed,  tested,  and  adopted  for  use  by  AoA,  packages  are 
distributed  to  educational  institutions,  Regional  Offices  and 
State  Agencies.    Depending  on  the  scope  and  scale  of  the 
dissemination  task,  AoA  awards  a  supplemental  grant  to  the 
originating  grantee  to  train  Regional  Office  and  State  Agency  per- 
sonnel in  the  use  of  the  package  or  it  is  turned  over  to  the 
Regional  Education  and  Training  Program  (described  below)  to 
conduct  multiple  State  and  Area  Agency  training  workshops. 

The  primary  targets  of  continuing  education  and  technical  assistance 
efforts  are  individuals  employed  in  programs  administered  under  the 
Act.    The  dual  approach  also  institutionalizes  the  use  of  educa- 
tional curricula  in  ongoing  continuing  education  programs,  there- 
by reaching  other  professionals  and  practitioners. 
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In  1980,  AoA  supported  twenty-two  continuing  education  and  technical 
assistance  grants  and  contracts.    Projects  span  the  services 
systems  of  State  and  Area  Agencies.    NASUA  has  designed  model 
information  system  development  guides  and  is  now  extending  tech- 
nical assistance  to  State  and  Area  Agency  personnel,  Miami-Dade 
Community  College  is  developing  curricula  on  serving  minorities. 
A  technical  assistance  contract  has  been  awarded  to  imDrove 
fiscal  management  activities  for  State  and  Area  Agencies. 
Assistance  is  being  provided  to  85  Indian  tribes  receiving  support 
under  Title  VI.    Other  projects  are  in  the  areas  of  long  term  care 
systems,  in-home  services,  senior  centers,  housing,  health  pro- 
motion, and  counseling. 

Marshalling  Resources  to  Support  Operational  Programs  -  The 
Regional  Education  and  Training  Program 

The  primary  goal  of  the  Regional  Education  and'  Training  Program  is 
to  foster,  on  a  regional  basis,  a  more  holistic,  coordinated 
approach  to  education  and  training  by  promoting  greater  under- 
standing and  linkages  among  higher  education  institutions,  State 
and  Area  Agencies  on  Aging,  and  service  providers.  Pursuing 
such  an  approach  will  result,  over  time,  in  more  strategic  uses 
of  limited  education  and  training  resources,  both  those  available 
under  the  Older  Americans  Act  and  those  from  other  sources.  Under 
this  program  Regional  Offices: 

-  convene  regular  regional  conferences  to  bring  together 
representatives  from  higher  education  institutions,  State 
and  Area  Agencies  and  service  providers  to  discuss  common 
education  and  training  problems  and  opportunities; 

convene  regional  research  utilization  and  dissemination 
conferences  around  subject  matter  areas  of  common  interest 
to  academics  and  practitioners  using  results  of  ongoing 
research  and  demonstration  projects; 

-  promote  and  assist  with  the  pooling  of  education  and  training 
resources  to  meet  common  interstate  needs; 

-  prepare,  in  cooperation  with  the  State  Agencies  on  Aging, 
regional  education  and  training  needs  assessments  of  current 
personnel  in  the  field,  starting  with  State  and  Area  Agency 
staff  and  local  service  providers; 

-  prepare  inventories  of  all  education  and  training  resources 
available  in  the  region  and  develop  strategies  for  better 
-utilizing  these  resources; 

examine  the  need  for  and,  as  appropriate,  develop  employment 
or  placement  services  programs  for  gerontology  students  and 
graduates  and  practitioner  personnel  seeking  jobs  in  the 
region; 
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-  act  as  regional  clearinghouse  for  gathering  and  disseminating 
educational,  training,  and  technical  assistance  materials;  and 

-  assist  in  the  planning  for  national,  biregional,  and  regional 
training,  technical  assistance,  and  continuing  education  efforts. 

To  help  implement  this  new  program,  contractual  assistance  has  been 
made  available  to  each  Regional  Office.    The  purpose  of  these  ten 
procurements  is  to  assist  in  institutionalizing  the  Regional 
Education  and  Training  Program  over  a  multi-year  developmental 
period. 

e.  Improving  Skills  of  State,  Area  and  Service  Personnel 

State  agencies  were  awarded  support  in  1980  for  the  following 
training  activities: 

in-service  training  to  upgrade  the  job  knowledge  and  skills 
of  State  and  Area  Agency  on  Aging  staffs  and  service  pro- 
vider personnel; 

staff  development  programs  to  improve  performance  and  career 
opportunities;  and 

planning,  resource  development,  and  administrative  undertakings 
designed  to  promote  consortia  building. 

f .  Dissemination  and  Utilization 

The  need  for  a  highly  visible  and  effective  information  system 
in  the  field  of  aging  has  been  intensifying  for  some  time.  Over 
5,000  new  publications  on  gerontology  are  issued  each  year. 
The  rapidly  rising  demand  for  information  from  those  working 
within  and  outside  the  national  network  on  aging  has  created  a 
need  for  systematic  dissemination  and  utilization  of  information. 
A  mechanism  for  bibliographic  literature  control  and  timely  access 
to  the  information  contained  in  the  literature  is  essential  if  the 
field  of  aging  is  to  continue  to  mature.    For  example,  AoA  has 
developed  a  dissemination  and  utilization  strategy  aimed  at  both 
the  broad  base  of  gerontological  literature  and  those  products 
and  reports  funded  by  AoA's  discretionary  programs. 

National  Clearinghouse  and  Service  Center  for  Aging  Information 
(SCAN)   

SCAN  is  a  national  bibliographic  information  system  which  is 
designed  to  be  an  active  rather  than  a  passive  system.    To  make 
its  clientele  aware  of  what  is  available  for  use  and  encourage 
use,  several  current  mechanisms  and  an  aggressive  marketing 
strategy  are  part  of  the  system.    Current  awareness  will  be 
highlighted  by  a  monthly  abstract  journal  and  newsletter. 
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Marketing  will  include  user  workshops  at  professional  conferences 
and  a  system  of  approximately  240  repository  libraries  to  pro- 
vide access  and  assistance  to  the  community  level. 

Two  Resource  Centers  are  planned  for  implementation  of  the  SCAN 
system  and  each  will  be  organized  along  disciplinary  lines 
covering  the  broad  topic  areas  of  Social  Gerontology  (funded  in 
1980),  and  Bio-Medical  Sciences  (to  be  funded  in  1981).  The 
functions  of  each  Resource  Center  will  be  to  process  (acquire/ 
select,  index,  and  abstract)  literature  in  its  assigned  subject 
area,  to  provide  user  services,  and  to  prepare  special  publica- 
tions.   Each  Resource  Center  will  identify  a  wide  spectrum  of 
literature  pertaining  to  its  topic  area.    Each  Center  will 
collect  English  language  journal  and  document  literature.  The 
literature  to  be  collected  will  include  not  only  the  fundamental 
research  literature,  but  dissertations,  books,  monographs,  con- 
ference papers,  and  special  reports. 

The  Social  Gerontology  Resource  Center  will  also  collect 
information  about  projects  which  can  be  determined  to  T>e  innovative" 
or  suitable  as  a  model  for  replication  elsewhere.    This  function 
is  known  as  The  Program  Experience  Exchange.    The  Resource  Center 
will  use  an  Advisory  Board  to  review  projects  for  selection  into 
the  file.    The  Resource  Center  also  provides  access  to  a  file  of 
institutional  and  training  materials  organized  by  subject.  The 
Advisory  Board  will  consider  such  factors  as  innovativeness  of 
programs,  best  practice,  and  representation  of  all  program  areas 
during  the  selection  process. 

As  of  FY  1980,  the  Social  Gerontology  Resource  Center  has  acquired 
and  abstracted  approximately  4,000  new  documents  and  journal 
articles,  completed  100  special  bibliographies,  and  six  technical 
publications.    The  bibliographies,  when  organized  under  major 
topic  areas,  and  the  reports  will  be  disseminated  to  the  network 
of  State_and  Area  Agencies^  on  Aging  for  their  use.    Requests  from 
individuals  for  bibliographic  and  information  services  are  received 
at  rate  of  200  per  month.    The  SCAN  information  system  has  been 
exhibited,  and/ or  symposia  held,  at  five  major  conferences  during 
the  past  18  months. 

During  FY  1-980,  staff  of  the  Clearinghouse  also  responded  to  over 
3,500  inquiries  which  required  individual  written  replies,  dis- 
tributed over  700,000  publications  based  on  requests  of  single 
and  multiple  copies,  responded  to  18,000  telephone  requests  for 
information,  and  provided  services  to  2,000  visitors. 

Title  VI  Grants  for  Indian  Tribes 

At  the  end  of  FY  1980,  AoA  awarded  Title  VT  grants  totalling  $6,000,000 
to  85  Indian  tribal  organizations.    These  awards  were  the  first  to 
be  issued  under  the  authority  of  Title  VI.     (There  was  no  funding 
for  Title  VI  in  FY  1979).    The  grants  were  made  in  accordance  with 
the  Title  VI  regulations  issued  July  18,  1980. 
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The  purpose  of  the  new  program  for  tribal  organizations  is  to  promote 
the  delivery  of  needed  social  and  nutrition  services  to  Indians  aged 
60  and  over.    While  funds  for  services  for  older  Indians  have  always 
been  available  through  State  and  Area  Agencies  under  the  Older  Americans 
Act,  the  new  title  allows  Indian  organizations  to  apply  for  direct 
Federal  funding.    This  method  of  funding  is  consistent  with  the  policy 
of  self-determination  for  Indian  tribes.    Tribal  organizations  may 
receive  funds  both  through  State  and  Area  Agencies  under  Title  III 
directly  and  from  AoA  under  Title  VI,  as  long  as  each  funding  source 
is  used  to  serve  different  individuals.    In  addition  to  social  serv- 
ices, such  as  legal  services,  nutrition  and  information  and  referral, 
Title  VI  funds  may  be  used  for  acquiring,  altering  or  renovating 
multipurpose  senior  centers  for  Indians. 

Applications  for  grant  awards  were  accepted  from  those  tribal 
organizations  that  established  their  eligibility  through  a  pre- 
application  process. 

7.  Evaluation 

During  FY  1980,  AoA  had  no  evaluation  studies  scheduled  for  completion. 
However,  the  following  is  a  brief  report  on  the  progress  of  current 
evaluation  activities. 

o      Longitudinal  Evaluation  of  the  National  Nutrition  Program  for  the 
Elderly:    Work  on  a  new  sample  design  for  the  collection  of 
Wave  II  data  for  this  study  has  been  completed.     The  package 
containing  the  new  sample  design  and  revised  data  collection 
instruments  is  ready  for  submission  to  the  Office  of  Management 
and  Budget. 

o      Analyses  of  Food  Service  Delivery  Systems  Used  in  Providing 

Nutrition  Services  to  the  Elderly:     The  contractor  responsible 
for  this  study  has  recently  completed  a  telephone  survey  of  1155 
nutrition  projects  and  has  exhaustively  analyzed  the  data  through 
an  interim  report.    Data  collection  for  the  full-time  length 
study  is  expected  to  be  completed  by  the  end  of  March  1981  which 
will  be  followed  by  a  final  report  containing  data  analysis 
around  July  1981. 

o      Evaluation  of  Differences  in  Needs  and  Service  Programs  Between 
the  Rural  and  Urban  Elderly:    AoA  is  in  the  process  of  preparing 
an  interim  report  based  on  secondary  data  sources  relating  to 
this  study  mandated  by  the  Congress. 

o      The  Evaluation  of  Advocacy  Programs  Funded  Under  Title  III  of  the 
Older  Americans  Act:     This  study,  mandated  by  the  Congress,  is 
nearing  the  stage  of  completion. 
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B.  OFFICE  OF  HUMAN  DEVELOPMENT  SERVICES 
TITLE  XX 


The  Office  of  Human  Development  Services  has  responsibility  for 
administering  the  social  services  programs  authorized  under  titles 
I,  IV-A,  X.XIV,  and  XX  of  the  Social  Security  Act,  as  amended. 
Except  for  Guam,  Puerto  Rico,  and  the  Virgin  Islands,  title  XX 
superseded  all  of  the  authorizing  titles  cited  above  as  of  October 
1,  1975. 

Under  title  XX,  grants  are  made  to  States  to  deliver  services  under 
a  comprehensive  annual  services  program  plan  which  is  designed  by 
each  State  to  meet  the  needs  of  that  State.     At  State  option  services 
are  delivered  to  individuals  whose  eligibility  is  based  on  income 
or  income  maintenance  status.     States  may  offer  services  to  persons 
with  family  incomes  up  to  115  percent  of  the  State  median  family 
income  for  a  family  of  four  adjusted  for  family  size.     However  an 
amount  equal  to  at  least  50  percent  of  the  Federal  share  of  state 
expenditures  must  be  for  recipients  of  aid  to  families  with  depen- 
dent children  (AFDC) ,   supplemental  security  income  (SSI) ,  essential 
persons  or  individuals  eligible  for  medicaid.     Specified  services 
may  also  be  offered  on  a  group  basis.     States  may  choose  the  services 
to  be  provided,  as  long  as  each  service  is  directed  to  at  least  one 
of  the  five  title  XX  goals,  and  at  least  three  services  are  directed 
toward  SSI  recipients. 

A  variety  of  services  directed  to  assisting  aged  persons  to  attain  or 
maintain  a  maximum  level  of  self-care  and  independence  are  provided 
through  the  social  services  program.     Included  are  such  services  as 
adult  day  care,  adult  foster  care,  protective  services,  health-related 
services,  homemaker,  chore,  transportation,  and  other  services  that 
assist  elderly  persons  to  remain  in  their  own  homes  or  in  community 
living  situations.     Services  are  also  offered  which  facilitate  entry 
into  institutional  care  when  necessary. 

Since  title  XX  data  are  collected  by  service  and  by  category  of 
eligibility  of  the  recipients   (e.g.  AFDC  and  SSI),   it  is  not  possible 
to  determine  precisely  total  services  recipients,  and  expenditures 
provided  to  the  elderly.     However,  data  on  the  number  of  recipients, 
and  expenditures  for  services  for  those  older  persons  eligible  for 
SSI  payments  is  available.     The  following  are  reported  figures  (for 
fiscal  year  1977)  and  estimates  for  the  number  of  primary  recipients!! 
and  expenditures  for  the  SSI-aged  during  fiscal  years  1977,  1978,  and 
19  79.     Estimates  for  the  number  of  primary  recipients  during  fiscal 
year  1980  are  not  available. 


1  Primary  recipient:-    An  individual  with  whom,  or  for  whom,  a  specific 
goal  is  established  and  to  whom  services  are  provided  for  the  purpose 
of  achieving  the  goal.     Services  are  considered  to  be  provided  to  the 
primary  recipient  when  they  are  provided  to  other  members  of  the 
primary  recipient's  family  to  facilitate  achievement  of  the  primary 
recipient's  goal. 


210 


Fiscal  Year 


Number  of  SSI-aged 
Primary  Recipients 


Expenditures 
(Federal,  State, 
Local  Funds) 


1977 
1978 
1979 


466,000 
451,000 
609,000 


255,000,000 
262,000,000 
300,000,000 


Since  elderly  persons  other  than  SSI-aged  qualify  for,  and  receive 
services  from,  each  of  the  services  reported,  these  data  under-state 
the  total  number  of  elderly  recipients  and  expenditures  for  services 
to  the  aged  under  title  XX.     Expenditure  increases  have  been  reported 
for  services  which  are  usually  associated  with  the  needs  of  the  aged. 
In  particular,  community-based  care  services  directed  toward  the  title 
XX  goal  of  preventing  or  reducing  inappropriate  institutional  care 
have  received  increased  program  emphasis.     Universal  services  such  as 
information  and  referral,  and  protective  services  for  adults,  as  well 
as  group  services,  have  been  growing  during  the  last  few  years.  As 
with  all  services,  these  latter  services  include  elderly,  recipients. 

As  is  true  of  services  delivery,  research  and  demonstration  projects 
funded  through  the  Office  of  Human  Development  Services  tend  to 
address  areas  in  which  elderly  persons  are  among  the  participants  in 
the  demonstration  programs  and  may  benefit  from  implementation  of  the 
research  results. 

In  fiscal  year  1980  we  continued  projects  involved  in  fiscal  year  1978 
and  1979.     One  project,  barriers  to  the  development  of  community  based 
long-term  care  for  elderly  and  handicapped  individuals,  particularly 
emphasizes  the  elderly.     This  project  is  to  develop  and  document 
methodology  for  State  agency  use  in  identifying  barriers  to  community 
placements  for  long-term  care. 

Another  12  projects  deal  with  such  topics  as  hospice  care,  social 
services  planning,  the  impact  of  Federal  policies  and  services 
programs  on  families,  transportation  to  human  resource  facilities, 
capacity  building  of  Indian  tribal  governments  to  plan  and  administer 
comprehensive  social  services  systems,  and  improved  case  management 
systems. 

Among  the  concrete  effects  of  these  projects  were  the  funding  of  a 
position  of  a  case  manager  to  coordinate  social  services  for  the 
elderly  by  a  local  county  council  on  aging;   the  first  national 
conference  on  case  management;  and  the  development  of  social  services 
for  elderly  Indians  in  two  areas.     In  addition,  our  transportation 
projects  have  established  a  method  for  securing  insurance  coverage 
for  vehicles  used  to  transport  the  elderly  and  other  vulnerable 
populations. 
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C.  ADMINISTRATION  FOR  NATIVE  AMERICANS  (ANA) 


HUD/HHS  Specialized  Indian  Housing  Project 

In  August  1978,  the  Intra-Departmental  Council  on  Indian  Affairs  entered  into 
a  formal  agreement  with  the  Department  of  Housing  and  Urban  Development  for 
joint  support  of  a  project  to  provide  specialized  human  care  facilities  and 
services  on  five  Indian  reservations.    The  five  tribes  selected  to  participate 
in  the  project  were  Navajo,  Hopi,  Zuni,  White  Mountain  Apache  and  San  Carlos 
Apache.    The  project  was  designed  to  maintain  the  traditional  extended  family 
concept  by  providing  services  and  housing  for  tribal  members  of  all  ages  - 
including  components  for  service  to  the  elderly  as  part  of  the  overall 
specialized  housing  project. 

HUD  and  HEW  jointly  funded  a  grant  to  build  the  capacity  of  the  tribes  to  assess 

the  housing  and  service  needs  of  the  elderly,  the  mentally  and  physically  handicapped, 

and  abandoned  and  neglected  children  on  the  five  reservations;  to  consider 

alternatives  for  meeting  priority  needs;  and  to  design  and  implement  facilities 

and  services  to  meet  one  or  more  needs  identified.    Tribal  applications  for 

housing  facilities  were  reviewed  and  tentatively  approved  by  HUD  and  HEW  in 

August,  1979. 

The  interagency  agreement  stipulated  that  during  FY  1980  the  Administration  for 
Native  Americans  (ANA)  would  provide  assistance  to  the  tribes  for  the  development 
of  operational  and  management  plans  and  the  identification  of  potential  funding 
sources  for  the  services. 

To  meet  the  ANA  commitment  ANA  provided  a  supplemental  award  of  up  to  $10,000  to 
the  existing  ANA  grant  for  each  of  the  five  participating  tribes. 

The  Council  staff  continues  to  work  with  the  tribes  as  they  move  towards  the 
process  of  entering  into  formal  contract  agreements  with  HUD  for  construction 
of  the  facilities. 

Indian  Access  Project 

In  FY  1979,  ANA  entered  into  an  agreement  with  the  Administration  on  Aging  to 
provide  support  to  the  National  Indian  Council  on  Aging  (NICOA)  to  initiate  a 
demonstration  project  on  a  number  of  Indian  reservations  for  the  purpose  of 
increasing  the  number  of  elderly  Indians  receiving  cash  and  other  benefits  from 
entitlement  programs. 
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The  Administration  for  Native  Americans  agreed  to  provide  a  sum  not  to  exceed 
$85,000  per  year  for  up  to  three  years  to  support  the  demonstration  project 
to  increase  the  receipt  of  entitlements  by  elderly  Indian  people.     In  FY  1979, 
ANA  transferred  $85,000  to  the  Administration  on  Aging  to  provide  first  year 
support  for  the  project.     In  FY  1980,  funds  in  the  amount  of  $100,000  were 
transferred  via  memorandum  to  0HDS  Budget  from  ANA  to  AoA  to  carry  out  the 
second  year  of  the  three  year  interagency  agreement. 

Laguna  Elderly  Center 

During  FY  1979,  ANA  entered  into  an  agreement  with  the  Indian  Health  Service  to 
jointly  provide  management  assistance,  training  and  technical  assistance  to  the 
Pueblo  of  Laguna  in  the  initiation  of  its  Elderly  Center  Program.     The  Pueblo 
of  Laguna,  located  in  New  Mexico,  has  developed  a  program  which  provides 
comprehensive  health  and  social  services  to  its  elderly  population.  The 
project  at  Laguna  includes  residential  units  for  the  elderly  as  well  as  an 
elderly  care  facility. 

In  FY  1979,  ANA  transferred  $20,000  to  the  IHS  to  be  used  for  training  and 
technical  assistance  to  the  Laguna  Elderly  Center  program.     These  funds  were 
committed  on  a  one  time  only  basis. 

ANA  supports  the  Pueblo  of  Laguna 's  effort  to  automate  its  financial,  vital  and 
informational  data  needs.     ANA  encourages  and  has  granted  permission  to  Laguna  to 
revise  or  redirect  its  current  and  future  grants  to  support  an  automated  data 
processing  unit  to  complement  the  elderly  project.     However,  no  increase  in 
funds  is  currently  available. 

ANA  Activities  Relative  to  AoA's  Title  VI  Program 

The  1978  amendments  to  the  Older  Americans  Act  established  a  new  grants  program 
under  Title  VI  which  provides  for  direct  Federal  funding  to  Indian  tribes  for 
the  provision  of  social  and  nutrition  services  to  older  Indian  people. 

The  Administration  on  Aging  (AoA)  maintained  close  liaison  with  the  Administration 
for  Native  Americans  (ANA)  throughout  the  process  of  policy  and  regulations 
development  for  the  implementation  of  the  Title  VI  program.     As  part  of  this 
cooperative  effort,  ANA  assigned  a  full  time  staff  person  to  AoA  for  three  months 
in  FY  1980  to  provide  assistance  in  the  regulations  development  process  and  to 
provide  a  formal  linkage  between  the  two  agencies.     AoA  and  ANA  concurred  that 
this  cooperative  effort  was  a  significant  asset  in  the  development  of  Title  VI 
policy  and  implementation  strategy.     The  agencies  anticipate  continuing  a  close 
working  relationship  for  the  effective  coordination  of  their  respective  program 
activities  and  maximizing  the  efficiency  and  impact  of  program  administration. 

If  additional  information  is  needed  or  if  there  are  questions  concerning  the 
material  provided  to  you  in  this  memorandum,  please  contact  Sandra  L.  Spaulding 
at  245-6546. 
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II.    THE  ASSISTANT  SECRETARY  FOR  HEALTH 

A.  Office  of  the  Assistant  Secretary    For  Health 
1.  The  National  Center  For  Health  Services  Research 

Long-Term  Care 

The  National  Center  for  Health  Services  Research  (NCHSR) , 
which  has  as  its  mission  the  development  of  research  efforts 
to  improve  the  health  status  of  the  total  population,  has 
included  as  an  integral  part  of  its  program,  health  services 
research  issues  relating  to  both  acute  and  long-term  care 
for  the  aged.     The  NCHSR  defines  long-term  care  to  include  all 
forms  of  services  required  by  people  with  chronic  health  condi- 
tions.    Such  conditions  may  be  experienced  at  any  age  as 
recurrent  or  persistent  symptoms,  illnesses,  disabilities  or 
impairments  which  are  either  incurable  or  which  last  for 
prolonged  periods   (e.g.  3  months  or  more) . 

Early  and  Pioneering  Research 

The  National  Center  for  Health  Services  Research  produced 
the  basic  elements  of  measurement  in  long-term  care  that  have 
become  standard  in  the  field.     NCHSR  supplied  the  moving  force 
in  its  early  days  to  investigators  such  as  Sidney  Katz  and 
Paul  Densen  in  their  investigations  which  produced  the  Activi- 
ties of  Daily  Living  (ADL)  and  the  Patient  Classification 
System  for  Long-Term  Care.     Moreover  it  sponsored  some  of  the 
early  and  best  work  in  the  field  of  outcomes  of  care  for  the 
chronically  ill  in  Dr.  Katz 1 s  classic  study  on  the  effects  of 
continued  care. 

Research  Currently  Under  Way  and  Planned 

Among  projects  now  under  way  are  the  following: 

0     Impacts  of  a  Nursing  Home  Incentive  System 

A  system  has  been  designed  which  provides  financial 
incentives  to  nursing  homes  for  accomplishing  three 
socially  desirable  long-term  care  goals:  admission 
of  very  dependent  patients;  improvement  of  patient 
outcomes;  and  appropriate  discharge.    A  controlled 
experiment  using  most  of  the  privately  owned  nursing 
homes  in  San  Diego  county  has  been  mounted  and  is  now 
in  the  baseline  data  collection  phase.  Findings 
will  compare  effects  of  the  reimbursement  system  of 
case  mix,  outcomes,  discharges,  and  costs  between  a 
treatment  and  control  group. 
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°     Identification  of  Policy  Sensitive  Subgroups  of 
Chronically  111  Elderly 

Data  sets  from  five  previously  conducted  panel 
studies  of  chronically  ill  patients  are  being 
merged  for  analysis  to  identify  primary,  secondary, 
and  policy  determinants  of  outcomes.  Subgroups 
will  be  identified  for  whom  various  types  of  health 
care  interventions  appear  to  be  effective  in 
producing  outcome  benefits,  as  well  as  those  for 
whom  such  interventions  appear  to  be  inappropriate. 

Dissemination  Activities 

The  Center  conducts  a  varied  program  of  dissemination  to 
convey  the  findings  of  relevant  research  to  the  national 
community  and  to  special  audiences.     Publications  are  issued 
and  workshops  are  held.     Two  recent  workshops  were  conducted 
on  long-term  care  designed  for  policy  leaders  and  program 
managers  in  State  and  local  areas.     Summaries  of  the  findings 
of  recent  research  were  prepared  for  these  workshops. 

Impact  of  Center  Activities 

NCHSR' s  long-term  care  projects  have  been  effective  in 
gaining  widespread  attention  in  congressional  testimony, 
professional,  technical,  and  lay  dissemination  mediums,  and 
direct  expression  to  State  and  Federal  policymakers.  Their 
contribution  to  improved  quality  of  care  of  the  chronically  ill 
and  functionally  disabled  has  come  in  helping  to  ensure  that 
scarce  resources  are  spent  in  ways  which  will  achieve  greatest 
effectiveness  and  efficiency. 

A  Future  Agenda 

Despite  the  major  thrust  in  recent  years  in  development 
of  noninstitutional  long-term  care  alternatives,  nursing  homes 
continue  to  be  a  necessary  mode  of  care  in  the  long-term  care 
continuum.    More  than  1  million  persons  reside  in  nursing  homes 
at  the  present  time  and  utilization  rates  have  increased 
recently.     Yet  disincentives  in  the  reimbursement  system  dis- 
courage admission  of  the  most  appropriate,  heavy  care  needing 
patients  while  encouraging  admission  of  inappropriate,  light 
care  patients.     NCHSR  is  conducting  a  study  which  will  test  a 
system  of  reimbursement  designed  to  provide  positive  incentives 
to  the  nursing  home  administrator  to  encourage  him  to  provide 
appropriate  care,  and  to  make  discharges  appropriately. 

Long-term  care  priorities  of  NCHSR  focus  principally  on 
CD  the  classification  and  assessment  of  patients;    (2)  finding 
cost  effective  ways  to  deliver  care  to  them;    (3)  designing  and. 
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testing  effective  and  efficient  ways  to  finance  their  care; 
and  (4)  comparing  the  costs  and  effects  of  various  long-term 
care  policy  options.     These  priorities  are  consistent  with 
NCHSR's  overall  objectives  of  improving  effectiveness  and 
efficiency  of  the  health  care  delivery  system. 

Consistent  with  its  general  approach  to  specific  agenda 
development,  the  Center  will  confer  with  policy  leaders  and 
program  managers  to  identify  particular  problem  areas  requiring 
further  investigation. 

The  Center  will  also  continue  its  plans  to  disseminate 
the  results  of  research  to  target  audiences. 


2.  National  Center  for  Health  Statistics 


All  health  statistics  prepared  by  the  National  Center  for 
Health  Statistics  (NCHS)  can  be  presented  in  terms  of  specific 
age  groups. 

Measures  of  morbidity  among  the  noninstitutionalized  pop- 
ulation include  the  incidence  of  acute  conditions  and  injuries, 
number  of  days  of  disability,  prevalence  of  chronic  conditions, 
and  the  number  of  persons  whose  activities  are  limited  due  to 
chronic  conditions.    The  latter  category  is  the  measure  of 
health  status  which  increases  most  rapidly  among  the  elderly. 

These  data,  from  the  household  National  Health  Interview 
Survey,  are  usually  presented  for  the  broad  age  groups  45-64 
and  65  and  older  so  that- other  characteristics  which  are  related 
to  both  age  and  health  can  also  be  shown:     family  income, 
educational  attainment,  and  living  arrangements.    Also  reported 
in  the  interview  survey  are  number  of  visits  to  physicians, 
medical  specialists  and  dentists,  episodes  of  hospitalization, 
and  expenditures  for  various  types  of  health  services. 

The  National  Health  and  Nutrition  Examination  Survey  is  one 
of  the  continuing  NCHS  programs  designed  to  obtain  the  type  of 
health  information  which  can  best  or  only  be  determined  by 
direct  physical  examinations,  tests,  and  measurements  on  the 
population.    Assessments  of  general  health  and  nutritional 
status  are  being  made  on  a  national  probability  sample  of 
persons  6  months  through  74  years  and  specifically  for  popula- 
tion groups  at  high  risk  of  poor  nutrition,  including  the  aged. 
The  examination  screens  for  anemias,  diabetes,  kidney  disease, 
heart  disease,  liver  disease,  hypertension,  allergies,  osteo- 
arthritis and  disc  degeneration  in  the  cervical  and  lumbar  areas 
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of  the  spine  to  determine  the  total  prevalence  of  these  major 
chronic  health  conditions,  whether  known,  or  previously  unknown 
or  undiagnosed.     In  addition, information  is  obtained  on  the 
extent  of  limitation  of  activity  from  them  and  the  medical  care 
sought.     Evaluation  of  nutritional  status  will  be  made  from 
dietary  intake  and  food  frequency  data  interrelated  with  physical 
examination,  medical  history  and  biochemical  data.    These  data 
are  usually  shown  by  age  and  other  relevant  demographic  and 
socioeconomic  characteristics  such  as  family  income,  education, 
race  or  ethnic  background. 

The  National  Nursing  Home  Survey  is  a  national  sample  of 
nursing  homes,  their  expenses,  residents,  and  staff  conducted 
on  an  ad  hoc  basis.     The  basic  age  groups  presented  in  the 
survey's  publications  are:     under  65,  65-74,  75-84,  and  85  and 
over,  although  some  data  are  presented  in  5-year  intervals 
between  the  ages  of  65-95.     Resident  data  include  sociodemo- 
graphic  characteristics;  health,  functional  and  mental  status; 
diagnosis,  services  received;  charges;  and  sources  of  payment. 
Data  on  facility  and  staff  characteristics,  as  well  as  on  cost 
of  providing  care,  are  also  collected. 

The  initial  National  Nursing  Home  Survey  was  conducted  from 
August  1973  -  April  1974.     Reports  which  have  been  completed  are 
"Financial  and  Operating  Characteristics  of  Nursing  Homes;" 
"Characteristics,  Social  Contacts,  and  Activities  of  Nursing 
Home  Residents;"  "Utilization  of  Nursing  Homes;"  "Profile  of 
Chronic  Illness  in  Nursing  Homes;"  "Charges  for  Care  and  Sources 
of  Payment  for  Residents  in  Nursing  Homes;"  "Nursing  Home  Costs- 
1972;"  and  "Employees  in  Nursing  Homes  in  the  United  States." 
Data  tapes  are  available  to  the  general  public  from  the  National 
Center  for  Health  Statistics.     The  second  National  Nursing  Home 
Survey  was  conducted  from  May  through  December,  1977.     It  was 
broadened  to  collect  data  on  discharge  residents;  discharge 
planning  by  the  facility;  communication  of  needs  by  residents; 
measures  of  social  activity;  amount  of  monthly  charge  paid  by 
the  primary  source  of  payment;  facility  revenues;  and  flu  shots 
received  by  residents.     Provisional  data  were  released  in  the 
spring  of  1978.     "The  National  Nursing  Home  Survey:  1977  Summary 
for  the  United  States"  presents  over  4  0  tables  covering  virtually 
all  of  the  data  collected  in  the  1977  survey.     "Nursing  Home 
Utilization  in  California,  Illinois,  Massachusetts,  New  York 
and  Texas"  presents  data  for  the  five  States  with  the  largest 
nursing  home  populations.     Reports  presenting  detailed  analyses 
of  data  on  residents,  discharges,  staff,  and  utilization 
patterns  and  financial  characteristics  are  in  press.     Data  tapes 
are  available  through  the  National  Technical  Information  Service. 

The  National  Hospital  Discharge  Survey  measures  morbidity 
associated  with  hospitalization  in  short-stay  hospitals.  Infor- 
mation is  obtained  from  the  medical  record  of  patients  including 
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detailed  diagnosis  and  surgical  procedures.    Utilization  measures 
including  discharge  rates  and  average  lengths  of  stay  are  re- 
ported  annually  by  diagnostic  categories,  by  type  of  surgery,  by 
characteristics  of  the  patient,  and  by  characteristics  of  the 
hospital.    Data  are  usually  presented  by  broad  age  groups,  but 
data  by  any  grouping  are  available  on  special  request.  Utili- 
zation of  Short-Stay  Hospitals:    Annual  Summary  for  the  United 
States,  1978"  presents  the  latest  published  data  from  the 
National  Hospital  Discharge  Survey. 

The  National  Ambulatory  Medical  Care  Survey,  another  con- 
tinuing program  of  the  Center,  is  designed  to  explore  the  pro- 
vision and  utilization  of  ambulatory  medical  care  in  the  • 
doctor's  office.    Data  are  provided  on  the  number  and  rate  of 
office  visits  by  physician's  specialty, . type  of  practice,  and 
geographic  location  and  by  the  patient's  age,  sex,  and  race. 
Also  provided  are  the  number  of  visits  by  patient's  medical 
problems,  and  physician's  diagnosis,  treatment,  and  disposition. 
One  report  on  1975  data  described  the  visit  experience  of 
persons  65  years  and  older  and  how  their  experience  differs 
from  that  of  other  age  groups.    Other  reports  deal  with  visits 
to  internists,  pediatricians,  obstetricians  and  gynecologists, 
general  surgeons,  general  and  family  practitioners,  osteopaths, 
and  a  summary  report  on  all  data  collected  each  year. 


Arthritis 


Osteoarthritis  and  disc  degeneration  of  the  spine  are  major 
causes  of  disability  in  terms  of  limitation  of  activity  and 
mobility    among  many  people.     The  total  extent  of  this  problem 
in  this  country  has  not  been  determined  previously.     The  Nation- 
al Health  and  Nutrition  Examination  Survey  has  obtained  x-rays 
|  of  the  cervical  and  lumbar  spine  among  adults  25-74  years  of  age 
(the  lumbar  x-rays  for  women  are  limited  to  those  50-74  years) 
which  are  being  interpreted  by  experts  in  arthritis.     From  these 
x-ray  interpretations,  the  physical  examination  findings,  and  the 
medical  history, the  total  prevalence  and  severity  of  osteoarthri- 
tis and  disc  degeneration  of  the  cervical  and  lumbar  spine  in  the 
adult  population  will  be  determined  for  the  first  time. 

During  1976  the  National  Health  Interview  Survey  collected 
data  on  musculoskeletal  conditions  in  the  civilian,  noninstitu- 
tionalized  population  of  the  United  States.     The  estimated  num- 
ber of  conditions  of  arthritis  was  24,573,000  or  116.7  conditions 
per  1,000  persons.     Twenty-three  percent  of  these  conditions 
caused  limitation  of  activity,  9.7  percent  caused  one  or  more 

i  bed  days  in  the  past  year,  and  50  percent  caused  one  or  more 
physician  visits  in  the  past  year.  Two  hundred  and  seventy- 
nine  thousand  of  the  total  24,573,000  conditions  were  for  osteo- 

i  arthritis  and  allied  conditions.    Arthritis  data  were  also  col- 
lected in  the  1978  and  1979  surveys. 
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B.  NATIONAL  INSTITUTES  OF  HEALTH 

1.  National  Institute  on  Aging 

Now  in  its  fifth  full  year  of  operation,  the  National  Institute 
on  Aging  (NIA)  is  faced  with  an  ever-increasing  number  of  topics  to  be 
addressed,  from  long-term  care  to  genetic  theories  of  aging.  Investigations 
in  process  are  providing  new  knowledge  and  uncovering  new  questions  that 
also  expand  the  scope  of  research  on  aging.     Among  the  findings  of  NIA- 
sponsored  research  during  fiscal  year. 1980  are  the  following: 

Disease,  Not  Aging,  Defeats  The  Mammalian  Brain 


The  notion  that  serious  decline  in  old  age  is  the  inevitable  fate 
of  the  healthy  mammalian  brain  has  been  challenged  by  scientists  at  the 
NLA's  Gerontology  Research  Center  (GRC). 

Based  on  experiments  in  rats,  the  researchers  believe  that — in  the  absence 
of  disease,  trauma,  or  overwhelming  stress — the  aging  brain  does  not  become 
exhausted.     Over  time,  the  brain  may  lose  neurons  or  may  sustain  some 
damage,  but  it  has  the  capacity  to  compensate  and  keep  going.     Among  the 
adjustments  the  aging  brain  can  make  is  to  create  new  cell  connections 
to  make  up  for  lost  cells,  according  to  Stanley  Rapoport,  chief  of  the 
GRC  Laboratory  of  Neurosciences . 

In  experiments  with  Fischer  344  rats  aged  12  months  (young  adult) 
and  34  months  (old),  GRC  scientist  Edythe  London  found  no  change  with 
age  when  measuring  regional  cerebral  glucose  utilization,  an  indirect 
measure  of  cerebral  function  during  the  waking,  active  state.  Postmortem 
examination  under  the  light  microscope  showed  no  evidence  of  neural 
disease  in  the  old  rats. 

By  contrast,  when  beagle  and  monkey  brains  in  old  age  show  a  decline 
in  the  same  measure  of  cerebral  function,  they  exhibit  senile  plaques 
(inert  or  dying  material)  and  other  structural  abnormalities  also  seen 
in  a  human  disease,  senile  dementia  of  the  Alzheimer's  type. 

Biofeedback  and  Habit  Retraining  Can  Treat  Incontinence 

One  of  the  three  leading  reasons  for  admission  to  nursing  homes 
is  incontinence,  the  inability  to  control  the  excretion  of  waste  from 
the  human  body.     Aside  from  the  health  hazards  and  emotional  difficulties 
related  to  this  condition,  it  costs  2  1/2  times  more  to  care  for  the  patient 
with  urinary  or  fecal  incontinence  than  for  other  long-term  care  patients. 

Yet  little  is  known  about  which  patients  can  be  trained  to  regain 
continence  and  how  to  train  them.     To  remedy  this  situation,  the  NIA 
recently  established  a  pioneer  Geriatric  Continence  Clinic  to  evaluate 
biofeedback  and  habit  retraining  as  methods  for  urinary  and  fecal  control. 
Located  on  the  grounds  of  the  Baltimore  City  Hospitals,  this  small,  i 
multidisciplinary  research  clinic  may  be  unique  in  the  United  States. 


The  clinic's  training  cycle  takes  3  months:  1  month  for  baseline 
measurements  and  2  months  for  training.     So  far,   10  outpatients  aged  65 
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to  86  have  been  treated,  with  these  results:     five  have  become  continent, 
three  are  improved  (that  is,  the  frequency  of  incontinence  has  been 
reduced  by  at  least  75  percent),  and  two  have  not  benefited. 

If  this  outcome  pattern  is  sustained  in  a  larger  series  of  outpatients, 
Bernard  Engel,  chief  of  the  GRC  Laboratory  of  Behavioral  Sciences,  plans 
to  expand  the  program  to  include  nursing  home  patients  whose  physical 
and  mental  status  may  be  more  seriously  impaired  than  the  community-living 
individuals  the  clinic  has  treated  so  far. 


The  Heart:    What  Makes  It  Beat? 

What  makes  the  heart  beat?    By  analyzing  the  scatter  of  light  produced 
by  shining  a  laser  beam  through  heart  muscle  fiber,  GRC  scientists  are 
studying  the  sequence  of  events  in  the  excitation  and  contraction  of  the 
heart  muscle  as  it  beats.     Understanding  this  process  may  be  a  stepping-stone 
to  remedies  and  preventives  for  heart  failure  and  other  cardiac  diseases. 

The  innovative  light-scatter  method  has  shown  that  the  heart  muscle 
is  not  entirely  at  rest  between  beats.     Fluctuations  in  the  light- 
scatter  indicate  movement  of  calcium  ions  in  interaction  with  muscle 
filaments. 

According  to  Edward  Lakatta,  chief  of  the  GRC's  Cardiovascular 
Section,  in  many  instances  the  light  fluctuations  which  precede 
excitation  of  the  muscle  can  predict  the  strength  of  the  subsequent 
contraction.     By  being  able  to  characterize  basic  heart  action, 
scientists  studying  aging  can  then  examine  changes  that  occur  normally  at 
various  ages  as  well  as  in  various  disease  states. 


The  Aging  Heart:     Strength  Through  Exercise 

Direct  evidence  that  tissue  of  the  aging  heart  benefits  significantly 
from  moderate  exercise  has  been  obtained  through  GRC  experiments  in 
rats.     These  investigations  also  show  that  the  tendency  of  the  aging 
heart  to  stiffen,  to  take  longer  to  contract,  and  to  spend  less  time 
relaxed  can  be  overcome  by  a  relatively  light  exercise  regimen. 

In  a  study  by  Harold  A.  Spurgeon  of  the  center's  Cardiovascular 
Section,  old  and  young  rats  were  exercised  daily  for  30  minutes  on  a 
motorized  wheel  and  were  then  compared  to  unexercised  old  rats  and  to 
exercised  and  unexercised  younger  rats.     Muscle  isolated  from  the  exercised 
old  rats  showed  a  significantly  shorter  contraction  duration  than  did 
muscle  from  the  unexercised  old  rats,  and  was  reduced  to  that  of  the 
younger  rats. 

These  findings  indicate  that  the  increased  stiffness  and  prolonged 
contraction  duration  in  the  old  heart  are  not  fixed,  but  can  be  modified 
by  physical  conditioning.     The  study  has  potential  clinical  significance 
by  demonstrating  the  value  of  exercise  in  avoiding  age-related  impairment 
of  heart  function. 
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Saliva  Flow,  Taste  Change  Little  With  Time 

Neither  saliva  flow  nor  keenness  of  taste  changes  dramatically  over 
the  adult  years  in  a  healthy  person,  according  to  studies  by  GRC  scientist 
Bruce  J.  Baum.    Drastic  change  represents  an  effect  of  disease  or  drugs, 
not  aging. 

A  study  of  146  healthy  men  and  women  in  the  NIA's  Baltimore  Longitu- 
dinal Study  of  Aging  revealed  that  the  efficiency  of  saliva  production  upon 
stimulation  probably  remains  the  same  throughout  life  in  healthy,  nonmedi- 
cated  persons.     However,  individuals  on  medication — especially  postmeno- 
pausal women — did  show  a  decrease  in  the  flow  of  saliva.     Baum  notes 
that  changes  in  the  quantity  or  quality  of  saliva  may  set  the  stage  for 
tissue  deterioration  in  the  mouth. 

The  belief  that  taste  sensitivity  fades  dramatically  with  age  also 
appears  to  be  generally  false.     In  a  study  of  individuals  in  three  age 
groups  (20  to  39  years,  40  to  59  years,  and  60  to  89  years),  only  10 
percent  of  the  healthy  subjects  reported  loss  in  taste,  but  30  percent 
of  those  taking  medications  reported  taste  changes. 


Personality  Influences  The  Reporting  Of  Pain 

Personality  appears  to  influence  how  people  experience  and  report 
chest  pain  due  to  heart  disease,  according  to  an  unusual  study  made 
possible  by  personality  records  gathered  on  individuals  before  they 
began  having  the  pain. 

Researchers  at  the  GRC  have  found  that  individuals  who  are  less  emo- 
tionally stable  have  more  complaints  about  illness  than  other  persons.  An 
understanding  of  personality  styles  in  reporting  chest  pain  could  promote 
early  recognition  of  serious  heart  conditions,  according  to  the  investi- 
gators, psychologists  Paul  Costa,  Jr.  and  Robert  McCrae  and  physicians 
Jerome  Fleg  and  Edward  Lakatta. 

The  NIA  study  helps  to  clear  up  confusion  about  the  issue  of  whether 
emotional  distress  is  a  cause  of  the  complaints  or  a  result  of  illness. 
Personality  measures  were  gathered  on  longitudinal  study  subjects  at 
least  1  year  before  the  first  sign  of  coronary  heart  disease  or  report 
of  angina  (chest-  pain) .     These  data  make  it  possible  to  conclude  that 
illness  did  not  cause  the  personality  differences. 

Subjects  who  complained  of  angina  but  who  lacked  other  evidence  of 
heart  disease  were  found  to  have  the  lowest  scores  in  tests  of  emotional 
stability.     They  were  also  found  to  have  the  highest  number  of  physical 
complaints  before  reporting  their  first  experience  of  angina.     At  the 
other  extreme  were  subjects  who  never  complained  of  angina  but  whose 
electrocardiograms  indicated  heart  disease:     they  were  highest  in  emotional 
stability  and  lowest  in  physical  complaints. 
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Alterations  In  The  Immune  System  Brought  About  By  Dietary  Restriction 

Cancer  is  clearly  recognized  as  one  of  the  major  diseases  associated 
with  old  age.     Approximately  50  percent  of  all  cancers  occur  in  those 
over  65  years  old,  and  as  more  people  live  longer,  the  number  of  can- 
cers in  this  age  group  will  undoubtedly  rise. 

Evidence  now  points  to  a  malfunction  in  the  body's  immune  system — 
the  defense  system  whereby  an  organism's  own  cells  respond  to  and  then 
resist  disease-producing  material — as  a  possible  cause  for  some  cancers. 
As  part  of  a  larger  study,  NIA  grantees  at  Cornell  University  and  the 
Sloan-Kettering  Institute  for  Cancer  Research  in  New  York  are  examining 
various  aspects  of  the  immune  system  in  older  humans  and  animal  models. 
As  part  of  this  work,  Gabriel  Fernandes  has  found  evidence  that 
dietary  restriction  (a  reduction  in  the  total  number  of  calories  consumed 
daily)  markedly  decreases  the  frequency  of  mammary  tumors  in  the  C3H/Bi 
mouse  strain.    When  fed  an  unrestricted  diet,  the  C3H/Bi  mice  are  particu- 
larly prone  to  developing  mammary  tumors. 

In  addition,  the  mice  fed  restricted  diets  were  found  to  have 
lower  levels  of  immune  complexes  (a  harmful  combination  of  antibodies 
and  antigens)  in  their  blood.     This  may  be  a  significant  finding  in 
light  of  other  studies  showing  that  the  level  of  circulating  immune 
complexes  in  the  blood  normally  increases  with  age.     Although  the  mechanisms 
are  not  yet  clear,  scientists  believe  that  manipulation  of  the  diet,  at 
least  in  animals,  plays  a  role  in  the  regulation  of  the  immune  system. 


Pain-Relieving  Effects  Of  Morphine  Last  Longer  In  The  Elderly 

Narcotic  analgesic  drugs — such  as  morphine,  meperidine,  and 
methadone — have  great  value  in  controlling  pain,  especially  in  patients 
with  advanced  stages  of  cancer.     In  elderly  patients,  the  reduction  of 
pain  lasts  longer,  according  to  Robert  F.  Kaiko  and  his  associates 
at  the  Sloan-Kettering  Institute  for  Cancer  Research.     They  are  studying 
the  pharmacokinetics  (absorption,  distribution,  and  elimination)  of  such 
analgesics  in  large  groups  of  cancer  patients  of  various  ages.    As  part 
of  this  study,  the  researchers  have  carried  out  a  well-controlled,  double- 
blind  experiment  to  determine  the  degree  and  length  of  pain  relief 
experienced  by  nearly  1,000  cancer  patients  after  morphine  was  given 
postoperatively. 

The  initial  degree  of  pain  intensity  was  similar  in  all  age  groups. 
When  patients  reported  their  pain  as  being  moderate  or  severe,  morphine 
was  given  intramuscularly.     Patients  were  then  asked  to  rate  their  relief 
from  pain  using  a  five-level  scale  (no  relief,  slight,  moderate,  nearly 
complete,  or  complete),  and  to  indicate  the  duration  of  pain  relief.  At 
both  dose  levels,  patients  in  the  70-  to  89-year-old  group  experienced 
pain  relief  for  a  considerably  longer  period  compared  to  ether  age  groups. 
Kaiko  later  confirmed  these  results  in  a  second  population  of  over  1,000 
cancer  patients  suffering  from  chronic  pain. 

Studies  were  also  carried  out  to  determine  age-related  differences 
in  the  distribution  of  morphine  in  postoperative  cancer  patients.  In 
patients  70  years  of  age  or  older,  the  highest  level  of  morphine  in  the 
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blood  occurred  at  48  minutes,  compared  to  25  minutes  in  younger  patients. 
Systemic  clearance  studies  also  showed  that  older  patients  eliminated 
morphine  from  their  bodies  more  slowly  than  did  younger  patients. 

These  results  add  further  support  to  the  growing  body  of  evidence 
that,  in  the  elderly,  drugs  are  often  cleared  from  the  system  more  slowly 
and  may  therefore  have  longer-lasting  effects. 

Effects  Of  Estrogen  On  Incidence  Of  Bone  Fractures 

Older  women  have  a  higher  likelihood  of  suffering  from  fractures 
of  the  hip,  forearm,  and  vertebrae  than  do  younger  women  or  men.  It 
is  generally  agreed  that  osteoporosis,  a  decrease  in  bone  density  seen 
most  frequently  in  older  women,  is  the  predisposing  factor  for  this 
increased  risk  of  fracture.     Although  the  causes  of  osteoporosis  are 
not  entirely  clear,  one  important  factor  in  women  is  the  reduced 
estrogen  production  that  occurs  after  menopause. 

In  recent  years,  studies  have  shown  that  loss  of  bone  density  is 
slower  in  women  using  estrogen  supplements  after  menopause  than  in 
women  not  receiving  estrogens.     However,  it  had  not  been  established 
that  taking  estrogens  will  significantly  reduce  the  risk  of  fractures. 
In  an  attempt  to  shed  more  light  on  the  subject,  Noel  Weiss  and  others 
at  the  Fred  Hutchinson  Cancer  Research  Center  in  Seattle,  Washington 
have  been  conducting  extensive  surveys  of  postmenopausal  women  in  the 
Seattle  area  to  determine  if  estrogen  supplementation  actually  decreases 
the  risk  of  fracture. 

Interviews  were  conducted  with  327  women  who  had  suffered  a  hip 
or  lower  forearm  fracture  when  they  were  betweeen  the  ages  of  50  and 
74.     These  women  were  asked  health-related  questions  to  determine 
their  body's  production  of  estrogens  and  their  use  of  estrogen-containing 
supplements  prior  to  the  date  of  the  fracture.     The  data  from  this  survey 
were  compared  to  data  obtained  from  a  random  survey  of  567  female  control 
subjects,  also  between  the  ages  of  50  and  74. 

The  results  of  the  survey  showed  that  women  who  had  used  estrogen 
preparations  for  6  years  or  more  had  a  50  to  60  percent  lower  risk  of 
fracture  than  women  who  had  not  used  estrogens.     However,  women  who  had 
been  taking  estrogens  for  less  than  6  years  or  who  had  discontinued 
the  drugs  had  less  benefit  from  the  hormone  treatments. 

Estrogen  therapy  has  previously  been  shown  to  increase  the  risk  of 
developing  cancer  of  the  uterus.     Therefore,  although  it  now  seems  clearer 
that  estrogen  therapy  may  be  one  possible  means  of  reducing  the  risk  of 
fracture  in  postmenopausal  women,  this  beneficial  effect  must  be  weighed 
against  the  potential  risks  of  developing  uterine  cancer. 

The  Role  Of  Beta  Cells  In  Sugar  Metabolism 

Diabetes,  a  condition  characterized  by  elevated  levels  of  sugar 
in  the  blood,  is  associated  with  a  higher  incidence  of  heart  and 
circulatory  disease,  blindness,  and  other  disabilities.  Increased 
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blood  sugar  levels  occur  much  more  frequently  in  the  elderly  than  in 
the  young,  although  many  older  people  may  never  show  any  of  the  other 
symptoms  typical  of  diabetes.     It  is  important  to  understand  whether 
an  elevated  blood  sugar  level  is  a  normal  part  of  aging  or  indicates 
the  presence  of  a  disease  which  should  be  treated. 

In  most  individuals,  when  the  blood  sugar  level  rises  after  a 
meal,  the  beta  cells  (located  in  microscopic  structures  in  the  pancreas 
called  islets  of  Langerhans)  secrete  the  hormone  insulin,  which  in  turn 
causes  the  tissues  to  take  up  more  glucose  (sugar).     As  a  result,  the 
concentration  of  sugar  in  the  blood  returns  to  its  normal  level. 

The  NIA  is  supporting  a  study  by  Eve  Reaven  at  the  Veterans 
Administration  Medical  Center  in  Palo  Alto  which  is  aimed  at  obtaining 
a  better  understanding  of  the  role  played  by  beta  cells  in  the  changes 
in  glucose  metabolism  seen  with  advancing  age.     She  has  found  that 
islets  of  Langerhans  isolated  from  12-month-old  and  18-month-old  rats 
(whose  average  lifespan  is  24  months)  secrete  less  insulin  in  response 
to  glucose  than  do  islets  from  2-month-old  rats.     However,  the  islet 
insulin  content  increases  with  advancing  age  as  the  number  of  beta 
cells  and  the  size  of  the  islets  grow.     These  studies  (as  well  as  other 
investigations  at  the  GRC)  demonstrate  that  the  decrease  in  insulin 
secretion  occurs  even  though  increased  insulin  stores  are  present  in  the 
older  cells.     Further  studies  are  needed  to  define  the  mechanisms  involved 
in  this  age-related  decrease  in  beta  cell  responsiveness,  and  to  determine 
whether  this  alteration  in  glucose  metabolism  is  a  normal  compensation 
for  some  other  age-related  change  or  is  a  basic  change  itself. 


Error  Theory  Of  Aging  Examined 

Scientists  have  proposed  an  "error  theory"  of  aging,  suggesting 
that  errors  in  the  synthesis  of  proteins,  such  as  enzymes,  result  in 
abnormal  biological  activity.     This  theory  appears  to  be  incorrect, 
according  to  NIA  grantee  Morton  Rothstein,  who  is  investigating  age-related 
changes  in  the  enzymes  of  rat  tissue  and  nematodes  (roundworms  used  as  a 
model  system  for  aging  research).     Rothstein  and  his  colleagues  at  the 
State  University  of  New  York  at  Buffalo  studied  enzymes  from  young  and 
old  animals.     Some  enzymes  become  denatured,  or  inactive,  as  an  animal 
ages.     This  may  be  due  to  changes  in  the  enzyme's  conformation  (the 
shape  it  takes  after  folding,  a  process  that  occurs  after  the  enzyme  is 
completely  formed). 

By  unfolding  and  then  refolding  the  enzymes,  Rothstein  was  able  to 
show  that  enzymes  from  old  animals  retained  their  basic  structure  but 
that  changes  occurring  in  their  conformation,  not  errors  in  protein 
synthesis,  resulted  in  altered  function.     This  has  led  him  to  speculate 
that  the  slowdown  with  age  in  the  turnover  of  proteins  allows  enzymes  to 
remain  in  the  cell  for  a  long  time,  which  may  result  in  enzyme  conformational 
changes.     This  hypothesis  suggests  that  alterations  in  regulatory  processes 
may  be  involved  in  aging. 
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The  Elderly  Can  Overcome  Memory/Intelligence  Decline 

If  there  is  a  tendency  toward  increased  f orgetf ulness  with  age,  it 
may  simply  be  a  matter  of  failing  concentration.     In  one  aspect  of  his 
study  supported  by  the  NIA,  John  Horn  of  the  University  of  Denver  measured 
concentration  by  asking  volunteers  to  trace  a  set  of  lines  as  slowly  as 
possible  while  keeping  their  pencils  moving  at  all  times.     He  found  that 
a  person's  capacity  and/or  willingness  to  concentrate  in  doing  such  a 
simple  task  declines  with  age — and  may  be  responsible,  at  least  in  part, 
for  what  is  reflected  as  short-terra  memory  loss. 

Fear  of  increasing  f orgetf ulness  in  old  age  is  often  coupled  with 
fear  of  decreasing  intelligence.     Horn  and  his  associate  Raymond  Cattell 
were  the  first  to  provide  a  model  for  the  study  of  intelligence  and  aging, 
and  the  first  to  make  sense  of  the  contradiction  between  the  accumulation 
of  wisdom  and  experience  with  age  and  the  intellectual  decline  that  may 
occur  in  some  older  people.     Their  theory  suggested  two  kinds  of  intelligence 
fluid  intelligence  (which  is  thought  to  be  related  to  an  easily  compromised 
function  of  the  body's  nervous  system)  and  crystallized  intelligence  (a 
learned  intelligence  dependent  upon  education  and  experience).     Based  on 
NIA-supported  research  by  K.  Warner  Schaie,  it  is  generally  accepted  that 
crystallized  intelligence  continues  to  increase  throughout  the  "vital  years" 
of  adulthood,  while  fluid  intelligence  declines  in  some  but  not  all  older  peo 

In  related  research,  NIA  grantees  Paul  Baltes  and  Sherry  Willis  at 
Pennsylvania  State  University  find  that  it  is  possible  to  train  people 
to  overcome  decreases  in  fluid  intelligence.     Working  with  subjects 
aged  60  to  80,  the  research  staff  coach  volunteers  and  encourage  them  to 
practice  problem-solving  skills  designed  to  improve  their  performance  on 
selected  intelligence  tests.     As  a  result,  subjects  perform  better  on 
these  tests,  maintain  the  ability  to  perform  better,  and  are  able  to 
transfer  their  training  to  other  intelligence  tasks.     Thus,  even  though 
it  is  thought  that  the  decrease  in  fluid  intelligence  with  age  is  primarily 
a  result  of  physiological  mechanisms,  it  may  still  be  possible  to  stop 
or  at  least  slow  that  decrease  with  special  training. 


The  NIA  Explores  Role  Of  Brain  Chemistry  In  Senile  Dementia 
Of  The  Alzheimer^s  Type 

Over  the  past  several  years,  investigators  from  a  variety  of  dis- 
ciplines have  been  involved  in  an  intensive  search  to  uncover  the  cause 
or  causes  of  senile  dementia  of  the  Alzheimer's  type  (SDAT),  which 
produces  memory  loss,  disorientation,  and  confusion  in  adult  life.  The 
most  promising  findings  to  date  have  been  related  to  brain  chemistry, 
specifically  the  cholinergic  system  (a  system  in  the  brain  that  releases 
the  neurotransmitter  choline). 

In  1976,  Peter  Davies  and  his  associates  reported  a  significant 
decrease  in  the  activity  of  the  enzyme  choline  acetyltransf erase  (ChAT) 
in  the  brain  tissue  of  Alzheimer  patients  at  autopsy.    With  support  from 
the  NIA,  Davies  and'  his  colleagues  at  the  Albert  Einstein  College  of 
Medicine  have  now  confirmed  and  expanded  upon  these  earlier  findings. 
The  most  exciting  results  show  a  correlation  between  this  change  in 
neurochemical  activity  and  changes  in  both  cognition  (such  as  memory 
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loss  and  disorientation)  and  in  brain  pathology  (particularly  the  number  of 
plaques  characteristic  of  SDAT  seen  at  autopsy). 

In  other  st**lies,  Davies  is  looking  at  ChAT  levels  in  the  brains  of  persons  who 
were  considered  healthy.     Here  he  finds  that  many  persons  aged  65  to  90  have  low 
levels  of  ChAT  and  show  signs  of  dementia  before  death,  but  not  all  show  the 
characteristic  pathology  (abnormal  physical  changes)  in  the  brain  at  autopsy. 
By  age  90,  however,  low  levels  of  ChAT  without  physical  manifestations  are  un- 
common.   This  leads  him  to  speculate  that  the  dropoff  of  ChAT  precedes  the 
development  of  pathological  lesions  like  those  observed  in  SDAT. 

Unsuspected  Visual  Handicap  Among  The  Elderly  Reported 

In  a  study  at  Northwestern  University,  NIA  grantee  Robert  Sekuler  compared  groups 
of  health  young  and  old  adults  judged  to  have  normal  or  near-normal  vision.  He 
found  that  the  greatest  performance  differences  were  in  the  ability  of  the  older 
subjects  to  see  large  objects  and  to  detect  moving  targets.     Such  deficits  might 
make  it  difficult  to  distinguish  a  figure  from  its  background  or  to  recognize  a 
familiar  face;  it  may  even  affect  an  older  person's  balance  and  coordination. 

At  the  same  time,  Sekuler  notes  that  the  amount  of  contrast  may  help  or  hinder 
an  older  person's  ability  to  discern  objects.     The  eye  chart  test  is  generally 
done  under  optimal  conditions  of  high  contrast,  while  many  routine  activities 
are  performed  under  low-contrast  conditions  (driving  in  fog  or  rain,  for 
example).     Since  low-contrast  conditions  call  upon  an  individual's  ability  to  de- 
tect an  object's  gross  features  rather  than  small  detail,  this  might  place 
certain  older  persons  at  a  disadvantage. 

Although  Sekuler  and  his  colleagues  speculate  that  the  visual  impairment  they 
have  observed  may  be  a  result  of  the  normal  aging  process,  they  insist  that 
their  findings  should  not  be  used  arbitrarily  to  define  the  capabilities-- 
or  limitations  —  of  older  persons. 

Epidemiological  Aspects  of  Aging  Examined 

The  NIA  has  continued  to  strengthen  its  knowledge  on  the  epidemiology,  demography, 
and  biometry  of  aging  by  adding  funds  to  existing  studies  conducted  by  other 
agencies  and  organizations,  as  well  as  by  conducting  its  own  research.     The  Insti- 
tute has  recently  awarded  contracts  and  reached  important  agreements  on  protocols 
for  three  major  epidemiological  studies  on  normal  aging  being  conducted  by  in- 
vestigators from  Harvard  University,  Yale  University,  and  the  University  of  Iowa. 
Eleven  thousand  older  people  living  in  three  communities  are  being  interviewed 
about  basic  processes  of  aging  and  the  effect  of  social  support  systems  on  how 
they  grow  old. 

Another  study  on  mortality  by  birth  cohort  (people  grouped  by  birth  date;  in 
this  case,  in  5-year  periods)  has  shown  that  heart  disease  death  rates  for 
females  have  been  dropping  since  at  least  1940.     The  male  heart  disease  mortality 
rate  began  to  show  a  pronounced  downturn  in  the  period  between  1960  and  1965, 
but  male  death  rates  remain  higher  than  those  of  women. 

A  special  arrangement  between  the  NIA,  the  Census  Bureau,  and  the  National  Center 
for  Health  Statistics  is  providing  a  more  detailed  age  breakdown  on  the  Census 
and  other  national  surveys.     Previously,  all  respondents  aged  65  and  over  were 
grouped  together.     Now  data  are  being  gathered  by  5-year  groups  (65  to  69,  70  to 
74,  75  to  79,  etc.)  to  obtain  more  precise  information  about  the  elderly. 
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2.  National  Heart,  Lung,  and  Blood  Institute 

In  FY  1980,  the  NHLBI  supported  19  projects  specifically  related  to  aging, 
including  6  grants  to  study  systolic  hypertension  in  the  elderly  at  a  fund- 
ing level  of  $1,855,712.      There  is  a  list  of  these  projects  below. 

The  NHLBI  also  supports  a  very  large  program  of  research  on  arteriosclerosis, 
much  of  which  relates  to  the  elderly  population.    In  FY  1980  this  program 
included  over  350  projects  and  a  total  funding  level  of  $91,861,000.  Ninety- 
six  of  these  projects  had  some  direct  relationship  to  the  aging  population 
and  were  supported  by  $  15,798,000. 

The  19  projects  discussed  in  paragraph  one,  above,  are: 


Project  Number                          Project  title  FY  30  Amount 

1R01H123913-01           Systolic  Hypertension  in  the  Elderly  (Human)  '235,271 

1R01HL23917-01           Systolic  Hypertension  in  the  Elderly  (Human)  $270 ,063 

1R01HL23919-01           Systolic  Hypertension  in  the  Elderly  (Human)  3410,419 

1R01HL23914-01           Systolic  Hypertension  in  the  Elderly  (Human)  ($225,639)* 

1R01HL23916-01           Svstolic  Hypertension  in  the  Elderly  (Human)  ($291,999)* 

1R01HL23924-01           Systolic  Hypertension  in  the  Elderly  (Human)  ($253,510)* 

5R01HL06736-20           Biogenic-Mechanical  Factors  in  $127,953 
Microcirculation  (Rats,  Gerbils) 

5R01HL10013-12           Effect  of  Aging  on  Seating  Heart  Cells  in  $  7] ,375 
Culture  (Rats) 

5R01HL1 7365-06           Studies  on  Aging—  Effects  of  Sex  Hormones  $104,798 
(Rats,  Dogs) 

5R01HL1 3284-06           Aging  Erythrocytes— 3io-Recognition  and  $  67,065 
Elimination  (Monkeys) 

2R01HL13629-06           Influence  of  Aging  and  Hypertension  on  the  $  54,063 
Myocardium  (Rats) 

5R01HL20548-03           Chemical  Analysis  of  Human  Arterial  Elastin  $  32,410 

5R23HL21 393-03          Cardiac  Adaptation  to  Aging  and  Stress  (Rats)  $  36,772 

5R01HL22313-03           Lung  Elastic  Recoil— Age  and  Ois.-ase  (Human)  $  44,099 

5R01HL23353-02           Age  Related  Changes  in  Cardiac  Autonomic  $138,153 
Interactions  (Dogs,  Rabbits,  Mice) 


*  Funded  by  the  National  Institute  on  Aging 
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Project  Number                                Project  title  FY  80  Amount 

5R01HL  24138-02         Prostaglandin  Synthesis  and  Function  $  48,960 
in  Adult  Cardiac  Cells  (Rats) 

5R01HL25399-02           Cerebrovascular  Changes  in  Age  and  83,052 
Hypertension  (Rats) 

5R01HL25408-02           Plasma  Activators  of  Human  Pancreatic  36,495 
Proelastase  2  (Dogs) 

1R01HL25786-01           Quality  of  Life  and  Health  Status  of  34,764 

Former  Athletes  


Total  NHLBI  (excluding  3  National  Inst,  on  Aging  Projects)  $1,855,712 


3.  National  Institute  of  Arthritis,  Metabolism,  and  Digestive  Diseases 


The  programs  of  the  National  Institute  of  Arthritis,  Metabolism,  and 
Digestive  Diseases  encompass  a  wide  range  of  common  and  important  chronic 
diseases,  affecting  millions  of  Americans  of  all  ages.     Of  particular 
significance  to  persons  over  age  65  are  NIAMDD's  research  activities 
involving  arthritis,  particularly  osteoarthritis  and  osteoporosis; 
maturity-onset  diabetes;  benign  prostatic  hyperplasia,  and  nutrition  as  well 
as  education  and  community  demonstrations  primarily  associated  with  the 
Institute's  Multipurpose  Arthritis  Centers  and  Diabetes  Research  and 
Training  Centers. 

Because  research  activities  which  specifically  address  the  aging  problem 
are  assigned  to  the  National  Institute  on  Aging,  NIAMDD  has  few  projects  in 
this  category.    They  are: 


Project  No, 


Project  Title 


Fiscal  Year  1980 
Amount 


5  R01  AM  20978-03 
5  R01  AM  13710-11 
5  R01  AM  21190-02 
1  R01  AM  28176-01 

Total. 


Aging  and  Insulin  Effects  on 
Cyclic  Amp  Metabolism 

Metabolism  of  Testosterone 
(Androgens)  in  Man 

Life  Styles  and  Bone  Densities 
of  the  Aged 

Age  and  Liver  Adrenergic 
Receptor  Systems 


$  57,776 
49,717 
122,029 
76,157 
$305,679 
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As  the  U.  S.  population  ages,  the  number  of  people  at  risk  for  the 

chronic,  disabling  diseases  studied  with  NIAMDD  support  is  expected  to  increase 

sharply.    NIAMDD  is  committed  to  fostering  fundamental  and  clinical  research 
toward  improving  the  nation's  means  of .  coping  with  these  diseases. 

4.  National  Cancer  Institute 

While  the  primary  focus  of  research  supported  through  the  National  Cancer 
Institute  does  not  deal  specifically  with  aging  or  the  elderly,  this  area 
is  an  integral  part  of  the  study  of  cancer.    It  is  thought,  for  instance, 
that  the  aging  and  carcinogenic  processes  may  be  directly  related.  Cancer, 
moreover,  can  occur  at  any  age,  but  some  cancers  seem  to  strike  particularly 
heavily  at  certain  age  groups.    The  study  of  certain  cancers,  therefore,  may 
result  in  particular  interest  in  the  over-65  age  group. 

Investigation  of  the  relationship  between  aging  and  cancer,  as  well  as  the 
study  of  cancers  of  the  elderly  is,  like  all  biomedical  research,  a  slow  and 
painstaking  process  and  does  not  change  dramatically  from  year  to  year. 

National  Organ  Site  Program 

The  National  Organ  Site  Programs  Branch  consists  of  grant  supported  National 
Projects  of  targeted  cancer  research,  each  project  oriented  toward  cancer 
at  a  specific  organ  site.     Currently  there  arc .national  Organ  Site  Projects 
concerned  with  cancers  of  the  urinary  bladder,  large,  bowel,  pancreas  and 
prostate.    Although  the  population  affected  by  cancers  at  these  organ  sites 
is  broadly  based  in  terms  of  age,  bladder  and  prostatic  cancer  tend  to  be 
heavily  associated  with,  but  not  limited  to,  the  over  65  age  group. 

Data  from  the  SEER  program  of  the  Epidemiology  Branch,  NCI,  indicate 
that  the  median  ages  of  men  and  women  at  the  time  of  initial  diagnosis 
of  bladder  cancer  are  69  and  72  years,  respectively.     There  are  2^,300 
new  cases  of  bladder  cancer  in  men  and  9,300  ncv  cases  in  women  each 
year.     The  median  survival  after  diagnosis  is  about  four  years.  Research 
on  bladder  cancer  is  being  carried  out  under  the  aegis  of  the  National 
Bladder  Cancer  Project  (NBCP) ,  one  of  the  NCI  Organ  Site  Programs. 
Because  bladder  cancer  is  a  chronic  disease  which  extends  over  a  long 
portion  of  a  patient's  life,  as  long  as  15  years,  it  is  important  that 
basic  and  clinical  research  take  into  account  the  prolonged  natural- 
history  of  the  disease. 

Carcinoma  of  the  prostate  is  the  second  most  common  site  of  cancer  in  men, 
accounting  for  17  percent  of  malignant  tumors  occurring  in  U.  'S.  males.  The 
prostate  cancer-related  death  rate  (15  deaths  annually  for  every  100,000  U.S. 
males)  has  not  changed  significantly  over  the  past  30  years.    In  1979  an 
estimated  64,000  new  cases  of  prostatic  cancer  were  diagnosed. 

In  response  to  the  need  for  a  comprehensive  and  coordinated  research  effort,  the 
National  Prostatic  Cancer  Project  (NPCP)  was  activated  in  1973,  with  headquarters 
at  Roswell  Park  Memorial  Institute,  in  accordance  with  the  objectives  of  the 
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National  Organ  Site  Program.    The  Project  has  developed  a  research  program 
that  encompasses  the  areas  of  Etiology  and  Prevention,  Detection  and  Diagnosis, 
and  Treatment  of  prostatic  cancer.    The  pursuit  of  targeted  research  through 
investigator-initiated  efforts  has  resulted  in  application  of  a  broad  spectrum 
of  experimental  research  disciplines  to  prostate  cancer,  as  well  as  the  de- 
velopment and  evaluation  of  single  and  combination  therapy  modalities  for 
local,  regional,  and  metastatic  disease. 

The  focal  point  toward  which  the  efforts  of  the  National  Prostatic  Cancer 
Project  are  directed  is  the  prevention  and  improved  treatment  of  prostatic 
cancer.    This  objective  is  complemented  by  immediate  Project  endeavors  aimed 
at  decreasing  morbidity  and  increasing  survival  time  of  prostate  cancer  vic- 
tims. 

Cancer  Biology  and  Diagnosis 

Research  of  the  National  Cancer  Institute's  Division  of  Cancer  Biology  and 
Diagnosis  has  been  concerned  primarily  with  studies  of  abnormal,  accelerated 
aging  phenomena  in  humans  who  have  diseases  characterized  by  inherited  defects 
in  mechanisms  which  repair  damaged  DNA.     Since  DNA  is  the  important  chemical 
of  human  chromosomes  which  directs  the  metabolism  of  the  cells,  it  is  cruci- 
ally important  that  it  be  maintained  in  an  undamaged  condition.    The  princi- 
pal organs  the  Division  has  been  interested  in  are  the  skin  and  the  central 
nervous  system.     One  feature  of  sun-exposed  aged  skin  in  the  elderly  is  the 
development  of  skin  cancers.    From  the  Division's  studies  of  the  disease 
xeroderma  pigmentosum  (XP) ,  it  has  learned  a  great  deal  about  the  role  of 
DNA  repair  processes  in  the  development  of  sunlight-induced  skin  cancers. 
The  Division  has  also  learned  from  studies  of  XP  that  DNA  repair  processes 
protect  all  normal  human  beings  from  premature  death  of  nerve  cells.  These 
studies  are  shedding  light  on  possible  pathogenitic  mechanisms  responsible 
for  the  premature  death  of  neurons  in  certain  degenerative  disorders  of  the 
nervous  system,  e.g.,  Huntington's  disease.     It  is  possible  that  information 
gained  from  studies  of  these  degenerative  diseases  of  the  nervous  system  may 
elucidate  mechanisms  involved  in  normal,  as  well  as  abnormal,  aging  of  the 
human  brain. 

Field  Studies  and  Statistics  Program 

The  field  studies  and  Statistics  Program  supports  epidemiologic  research  desig- 
nated to  generate  and  test  ideas  concerning  the  origins  of  cancer  by  studying 
environmental  and  genetic  factors  that  contribute  to  the  occurrence  of  the 
disease.     Studies  attempt  to  identify  groups  of  persons  at  high  risk  of  cancer 
and  test  hypotheses  that  relate  to  specific  risk  factors.    Data  are  collected 
and  analyzed  on  cancer  incidence  by  geographic  location,  race,  age,  economic 
status  and  occupation.    These  studies  are  not  primarily  geared  toward  aging. 
However,  they  have  shown  that  the  incidence  of  cancer  rises  sharply  with  age. 
Analysis  is  made  of  age  curves  for  the  various  cancer  sites  to  provide  precise 
information  on  how  the  risk  of  cancer  varies  with  advancing  age.    The  Sur- 
veillance, Epidemiology  and  End  Results  Program  (SEER),  covering  approximately 
10%  of  the  U.S.  population,  has  produced  data  that  shows  more  than  1/2  of  the 
cancers  occur  among  persons  65  years  of  age  and  older.    A  monograph  on  cancer 
incidence  and  mortality  in  the  United  States  from  1973  to  1977  will  be  produced 
in  FY    1981.      This  monograph  will  contain  detail  on    specific    cancers  by 


230 


geographic  location,  sex,  race  and  age.    In  addition,  a  number  of  publications 
on  cancer  of  specific  sites  will  be  published  covering  the  above  variables  as 
well  as  data  on  the  problems  of  survival  among  those  diagnosed  as  having 
cancer. 

Through  case-control  and  cohort  studies  we  are  attempting  to  determine  what  aae 
groups  are  especially  vulnerable  to  carcinogenic  hazards,  including  chemical 
agents  and  ionizing  radiation  and  gain  a  better  understanding  of  the  mechanism 
involved  in  carcinogenesis  and  how  the  aging  process  may  increase  the  risk  of 
cancer  to  those  exposed  to  known  carcinogens. 

Several  studies  are  being  conducted  to  evaluate  the  relationship  between 
menopausal  estrogens  and  various  cancers.    There  is  conclusive  evidence  that 
the  incidence  of  endometrial  cancer  is  areater  among  women  between  the  aaes  of 
55  and  70  who  have  taken  post-menopausal  estrogens,  and  suggestive  evidence 
that  the  risk  of  breast  cancer  is  also  increased  in  this  group. 

Cancer  Control 

Within  the  context  of  the  cancer  control  mission  of  the  National  Cancer  Insti- 
tute (NCI),  its  Division  of  Resources,  Centers,  and  Community  Activities  (DRCCA) 
is  proceeding  with  an  initiative  begun  in  1979  which  focuses  on  the  impact  of 
old  age  on  cancer  patient  management.'  The  effort  has  been  broadened  to  include 
early  detection  and  diagnostic  issues  as  well.    NCI  wishes  to  determine  whether 
there  are  special  problems  related  to  prevention  or  treatment  of  cancer  in  the 
older  population. 

DRCCA  plans  to  convene  a  group  of  knowledgable  experts  from  the  fields  of  cancer 
prevention,  cancer  treatment,  geriatrics  and  related  professions  and  disciplines 
to  determine  whether  there  are  problems  and  needs  unique  to  the  elderly  which  must 
be  considered  in  order  to  facilitate  prevention,  detection,  diagnosis,  or  treat- 
ment in  this  segment  of  the  population.    A  working  conference  is  being  organized, 
in  consultation  with  the  National  Institute  on  Aging, for  September,  1981.    A  plan- 
ning committee  has  been  formed  and  the  first  meeting  has  been  held  to  specify  the 
goals  of  the  conference,  identify  participants,  and  delineate  the  areas  in  cancer 
and  aging  which  should  be  addressed.    It  is  anticipated  that  approximately,  60  to 
70  persons  will  meet  Co  identify  problems  in  cancer  prevention  and  treatment  that 
are  unique  to  the  elderly. 

Cancer  Treatment 

The  Division  of  Cancer  Treatment  sponsors  research  which  encompasses  all  aspects 
of  the  treatment  of  cancer.    The  majority  of  the  research  protocols  include 
patients  across  the  age  spectrum,  and  patients  over  age  65  are  not  separated  for 
special  treatment.    However,  in  selected  situations,  discussed  below,  patients 
over  age  65  have  been  the  focus  of  a  specific  research  interest. 

The  investigators  in  the  Eastern  Cooperative  Oncology  Group  (ECOG)  have  addressed 
the  question  of  whether  elderly  patients  experience  more  frequent  or  more  severe 
side  effects  from  anti-cancer  treatment.    They  compared  patients  under  age  65  with 
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patients  over  age  65  who  had  received  the  same  chemotherapy  program.  Older 
patients  did  not  experience  more  frequent  or  more  severe  side  effects  compared 
with  younger  patients.    This  observation  supports  the  philosophy  of  including 
patients  in  treatment  protocols  without  regard  to  age  if  they  satisfy  other 
criteria  for  receiving  the  specific  treatment. 

In  some  diseases  patients  over  age  65  have  a  poorer  prognosis  than  younger 
patients.    As  an  example,  the  Brain  Tumor  Study  Group  has  documented  that 
patients  with  malignant  brain  tumors  who  are  over  age  65  have  a  shorter  sur- 
vival than  younger  patients.    The  group  has  noted  improvement  in  survival  with 
administration  of  radiation  therapy  and  chemotherapy,  but  the  negative  effects 
of  age  persist  even  in  the  improved  results.    This  is  receiving  continuing 
attention  by  this  group. 

In  a  few  diseases  older  patients  may  respond  differently  to  therapy  from  younger 
patients.    An  example  is  breast  cancer,  where  older  patients  have  a  more  favor- 
able response  to  hormone  therapy  than  do  younger  patients.    Three  studies  current 
ly  in  progress  demonstrate  efforts  to  capitalize  on  this  principle. 

ECOG  activated  protocol  1178  in  April,  1978.     It  is  a  randomized  study  comparing 
the  antiestrogen,  tamoxifen,  to  placebo  in  the  surgical  adjuvant  therapy  of 
patients  with  lymph  node  positive  breast  cancer  who  are  65  years  of  age  or 
older.    As  of  November,  1980,  a  total  of  97  patients  had  been  entered  on  this 
study,  87  of  them  evaluable  at  the  time  of  the  update.     So  far,  only  4  patients 
have  relapsed.    The  study  has  not  been  followed  long  enough  to  permit  conclusions 
The  Group  continues  to  enter  patients  into  the  study. 

Dr.  Gianni  Bonadonna  in  Milan,  Italy,  under  contract  with  the  Pi  vision  cf 
Cancer  Treatment,  is  conducting  a  study  in  women  over  age  65  vivo  iteVe 
undergone  mastectomy  for  breast  cancer  and  who  have  involve'  axillary  lyrVp-h 
nodes.    The  randomized  trial  compares  combination  chemotherapy  c'ons-istin-j 
of  cyclophosphamide,  methotrexate,  and  5- f 1 uorouraci 1  (CMF)  with  CMF  plu- 
the  anti -estrogen  tamoxifen.    The  study  is  continuing  to  accrue  patients. 
Again,  the  followup  is  too  short  to  allow  meaningful  analysis  of  treatment 
resul ts . 

The  ECOG  also  has  a  trial  in  women  over  the  age  of  G5  with  advanced,  surgically 
unresectable  breast  cancer.    This  randomized  trial  compares  hormonal  therapy 
(tamoxifen)  with  the  CMF  combination  previously  referred  to.    At  relapse 
patients  are  treated  with  the  alternate  therapy.    As  of  June  1930,  161  patients 
have  entered  this  study.    There  were  no  significant  differences  between  the 
two  treatments  with  respect  to  percentage  of  patients  showing .tumor  regression, 
proportion  relapsing,  or  duration  of  survival.    This  study  continues  to  accrue 
patients. 

In  conclusion,  there  are  important  similarities  and  important  differences 
between  older  and  younger  patients.  Where  differences  exist  an  effort  is 
made  to  capitalize  on  this  for  the  patients'  advantage. 

We  estimate  that  15%  of  all  non-pediatric  research  support  goes  to  patients 
over  age  65.    The  two  ECOG  breast  protocols  alone  represent  3%  of  ECOG  activity. 
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C.  ALCOHOL,  DRUG  ABUSE,  AND  MENTAL  HEALTH  ADMINISTRATION 

1.  National  Institute  on  Alcohol  Abuse  and  Alcoholism  (NIAAA) 
Introduction 


Alcoholism  is  a  serious  health  problem  among  the  elderly.     A  recent 
NIAAA  report,  Alcohol  and  Health ,  indicates  that  a  significant  number  of 
people  60  years  "old "and "over "have  problems  with  alcohol.  Loneliness, 
loss  of  spouse,  physical  or  emotional  seperation  from  children,  ill 
health,  or  lack  of  purposeful  employment  can  precipitate  alcohol  problems 
in  the  elderly.     Estimates  of  the  number  of  elderly  alcoholics  range 
from  1  to  2.7  million. 

An  analysis  of  national  surveys  on  alcoholism  among  the  elderly  indicates 
that  the  significance  of  this  problem  has  only  recently  been  appreciated. 
The  majority  of  the  problem  drinkers  aged  65  and  over  are  unidentified, 
overlooked,  and  untreated.     It  has  been  estimated  that  about  85  percent 
of  all  elderly  problem  drinkers  are  not  receiving  any  type  of  service 
related  to  their  alcohol  problems.     One  of  the  major  barriers  to  treatment 
of  alcoholic  senior  citizens  is  the  failure  to  consider  alcoholism  as 
a  possible  diagnosis.    What  is  perceived  as  frailty,  senility,  or  simply 
the  unsteadiness  of  old  age  may  in  fact  be  alcoholism.  Relatives, 
friends,  and  service  professionals  working  with  the  elderly  may  be 
reluctant  to  acknowledge  the  need  for  alcoholism  treatment.     In  addition, 
social  agencies  for  the  aged  usually  are  poorly  equipped  to  treat  alcohol 
problems,  and  many  alcohol  treatment  centers  are  geared  to  a  younger 
clientele. 

Restricted  Medicare  coverage  is  an  additional  stumbling  block  to  the 
treatment  of  alcohol-related  problems  among  the  elderly.    Almost  all 
of  the  elderly  depend  to  some  extent  on  Medicare  to  pay  for  health 
services.     Medicare  is,  however,  a  health  insurance  program  designed  to 
pay  for  inpatient  care  and  physician  services.    Most  of  the  non-physician 
health  and  social  services  that  are  a  part  of  comprehensive  alcohol 
treatment  programs  are  not  covered  by  Medicare. 

NIAAA  has  a  legislative  mandate  to  encourage  and  give  special  consideration 
to  the  submission  of  project  grants  and  contracts  for  the  prevention  and 
treatment  of  alcohol  abuse  and  alcoholism  among  the  elderly  under  Section  II 
of  Public  Law  96-180.     In  response  to  the  recognized  needs  of  the  elderly 
and  the  legislative  mandate,  NIAAA  has  initiated  a  number  of  special 
activities  targeted  to  this  population,  which  are  described  in  the 
following  narrative. 


Interagency  Activities 

NIAAA,  in  cooperation  with  the  Health  Care  Financing  Administration,  has 
undertaken  a  major  demonstration ■ program  to  improve  Medicare  and  Medicaid 
coverage  for  alcoholism  treatment  services.     NIAAA  will  provide  up  to 
$1  million  in  fiscal  year  1981  .to  fund  demonstration  grants  for  the 
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purpose  of  demonstrating  the  feasibility  and  effectiveness  of  providing 
alcoholism  treatment  services  in  free-standing  residential  and  outpatient 
settings,  which  are  less  expensive  than  the  inpatient  services  currently 
covered  by  Medicare  and  Medicaid. 

Other  interagency  activities  initiated  in  fiscal  year  1981  include: 

o    Participation  in  the  White  House  Conference  on  Aging  to 
highlight  the  alcohol-related  problems  of  the  elderly  and 
to  stimulate  -social  concern  in  this  area. 

o     Participation  on  the  National  Council  on  Alcoholism  Blue 
Pd.bbon  Committee  on  Aging  and  Alcohol. 

o    Dialogue  with  the  Administration  on  Aging  to  explore 
cooperative  activities.. 

Treatment 


The  elderly  are  receiving  alcoholism  treatment  services  throughout  the 
country  through  most  of  the  programs  currently  funded  by  NIAAA,  with  the 
exception  of  programs  specifically  designed  for  youth.     These  programs 
offer  such  services  as  outreach,  referral,  counseling,  detoxification 
and  other  forms  of  treatment  on  an  inpatient,  outpatient  or  day  care  basis. 

In  addition,  NIAAA  presently  funds  two  programs  specifically  designed  to 
meet  the  needs  of  the  elderly  who  are  experiencing  difficulties  with 
alcoholism  or  other  alcohol  related  problems.     NIAAA  provides  approximately 
$500,000  per  year  for  these  two  programs.     The  programs  are  located 
in  Vancouver,  Washington  and  New  York  City. 

The  Vancouver  Senior  Alcohol  Services  Project  is  administered  by  the 
Health  and  Welfare  Planning  Council  of  Clark  County,  Washington.  The 
program  is  targeted  for  both  men  and  women  60  years  of  age  or  older 
who  live  in  Clark  County  and  who  have  a  problem  with  their  use  of  alcohol. 
The  program  is  also  available  to  provide  services  to  relatives  or  friends 
of  the  drinking  person  who  are  concerned  with  and/or  affected  by  that 
person's  misuse  of  alcohol.     The  program  meets  needs  beyond  alcohol 
treatment  in  such  areas  as  nutrition,  health,   transportation  and  other  daily 
living  activities.     The  program  provides  training  in  alcoholism  and 
gerentology  and  evaluates  the  treatment  and  training  efforts.     In  addition, 
research  is  being  conducted  on  the  drinking  patterns  of  both  alcoholic 
and  non-alcoholic  elderly  persons. 

The  Bronx  Older  American  Problem  Drinker  Driver  Project  is  administered 
by  the  Neighborhood  Engaged  Service  Center,   Inc.     The  target  population 
for  the  program  are  the  elderly  residents  of  the  Bronx,  New  York  City, 
who  exhibit  symptoms  of  problem  drinking.     The  program  consists  of  day 
care  facilities  developed  to  ensure  that  the  elderly  problem  drinker 
receives  a  comprehensive  array  of  direct   physical  and  social  services, 
including  outreach,  evaluation,   referral,   individual  and  group  counseling, 
crisis  intervention,  alcohol  education,   family  counseling,  recreational 
therapy,  client  advocacy,   transportation,  hot  lunches  and  coordination  of 
services  with  other  social  agencies. 
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During  fiscal  year  1981,  the  Training  Branch  will  continue  to  stimulate 
applications  and  provide  technical  assistance  to  potential  applicants  for 
grants  to  provide  training  to  serve  the  needs  of  elderly  alcoholics. 

Through  its  contractor,  the  National  Center  for  Alcohol  Education, 
NIAAA  will  develop  prevention  education  materials  for  the  elderly  in 
fiscal  year  1981.   "The  materials  will  be  developed  in  a  handbook  format 
with  a  companion    curriculum  guide.     They  will  contain  information 
about  the  effects  of  alcohol  on  the  body,  psychologically  and  physiologically; 
the  influence  of  the  aging  process  on  consumption,  the  impact  of  changes 
in  life  style  on  customary  drinking  behavior;  for  example,  retirement, 
change  of  geographic  area,  and  loss  of  companionship.    These  materials 
will  be  targeted  to  staff  of  residencies  for  the  elderly,  senior  neighbor- 
hood centers,  and  nursing  homes.     This  project  will  be  coordinated  with 
Elderly  Ed,  an  audiovisual  training  program  developed  by  the  National 
Instutute~on  Drug  Abuse,  which  presents  material  on  the  use  of  alcohol 
with  prescription  drugs. 

In  response  to  NIAAA's  technical  assistance  efforts  to  encourage  applications 
for  programs  to  specifically  serve  the  aging,  four  grant  applications  were 
received  in  fiscal  year  1980.     Only  two  of  these  were  recommended  for 
approval  by  the  National  Advisory  Council.  . 

In  fiscal  year  1981,  NIAAA  plans  to  develop  a  special  announcement  to 
encourage  and  stimulate  grant  applications  to  provide  alcoholism  treatment 
services  specifically  for  the  aging.     Technical  assistance  will  be  provided 
to  State  Alcoholism  Authorities  and  potential  applicants  to  help  ensure 
quality  grant  applications. 

Research 

During  fiscal  year  1980,  the  NIAAA  Division  of  Extramural  Research  funded 
a  pilot  study  in  Los  Angeles,  California  to  investigate  alcohol  drinking 
practices  among  the  aging.  .  The  pilot  survey  study  will  investigate  the 
alcohol  drinking  practices  in  a  sample  of  elderly  community  residents 
in  Los  Angeles  County.     Status  changes  which  may  be  related  to  drinking 
patterns  in  this  population  will  be  examined  in  six  life  areas:  work, 
family,  social  networks,  economics,  age;  and  health.     Social  and  psychological 
correlates  of  drinking  patterns  will  also  be  assessed.     These  include 
life  satisfaction,  personal  control  or  mastery,  and  tendencies  to  "give 
up"  in  dealing  with  problems. 

During  fiscal  year  1981,  the  NIAAA  Division  of  Extramural  Research  is 
planning  to  hold  a  workshop  on  Alcohol  Abuse  Among  the  Aging,  in 
collaboration  with  the  National  Institute  on  Aging.    The  workshop  will 
enable  investigators  who  are  concerned  with  alcohol-related  problems 
of  the  elderly  to  exchange  information,  serve  as  a  forum  for  evaluation 
of  on-going  research  and  provide  future  research  directions.  The 
proceedings  and  recommendations  of  the  workshop  will  be  published  in 
the  NIAAA  Alcohol  Research  Monograph  Series. 
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Training 

During  fiscal  year  1980,  the  NIAAA  Training  Branch  funded  two  training 
programs  for  approximately  $260,000  to  train  alcoholism  service  providers 
for  the  elderly. 

One  grant  was  awarded  to  the  Mental  Health  Institute  of  Independence, 
Iowa  to  improve  the  quality  of  service  available  to  the  elderly 
population  who  have  problems  with  alcohol.     The  program  will  provide 
training  for  health  and  social  welfare  personnel,  and  attempt  to  develop 
a  training  model  for  use  by  other  programs.     Specialized  training  in  the 
alcohol  problems  of  the  elderly  will  be  offered  to  such  service  providers 
as  policemen,  firemen,  AA  members,  volunteer  workers,  health  and  social 
welfare  personnel  and  alcohol  counselors. 

The  second  grant  was  awarded  to  the  School  of  Social  Work  of  Adelphi. 
University  in  Gorden  City,  New  York.     The  purpose  of  the  grant  is  to 
train  social  work  students  in  serving  alcoholics  residing  in  single  room 
occupancy  hotels  located  in  the  Upper  West  Side  of  Manhattan,  New  York. 
This  project  will  put  special  emphasis  on  developing  training  approaches 
for  intervention  with  the  aging  and  aged  alcoholics. 

2.  National  Institute  on  Drug  Abuse  (NIDA) 

N IDA  and  its  predecessor  agencies  were  formed  to  address  public  health 
problems  created  by  illicit  drug  use--particul arly  heroin  use.    In  response, 
NIDA  developed  a  nationwide  treatment  services  network. 

Illicit  drug  use/abuse  has  traditionally  been  most  severe  among  adolescents 
and  young  adults.    Consequently,  the  bulk  of  NIDA's  efforts  and  resources 
have  not  been  allocated  for  services  to  the  aging.    The  number  of  people  in 
NIDA-funded  treatment  programs  who  can  be  defined  as  elderly  is  small. 
However,  NIDA  has  supported  projects  focusing  on  the  elderly  in  the  areas  of 
research,  public  information,  and  training.    NIDA  estimates  its  combined 
expenditures  on  the  elderly  in  FY  1980  at  approximately  $3,602,300. 

Research 

During  the  past  year,  NIDA  initiated  a  thorough  computer  search  to  identify 
all  grants  and  contracts  which  include  a  focus  on  the  elderly.  NIDA 
identified  virtually  all  the  published  literature  concerning  drugs  and  the 
elderly.    On  July  14,  1980,  the  Psychosocial  Branch  of  NIDA's  Division  of 
Research  sponsored  a  Technical  Review  entitled  "Research  Issues  in  the  Study 
of  the  Drug  Abuse  Among  the  Elderly."    Presentations  were  made  by  noted 
experts  in  the  fields  of  gerontology  and  drug  abuse,  and  these  experts, 
together  with  the  invited  guests,  discussed  relevant  research  issues  and 
outlined  a  study  to  be  conducted. 

The  elderly  are  at  high  risk  for  drug  misuse  and  abuse  because  they 
generally  face  increased  stress  and  decreased  personal  and  social  resources 
for  coping.     In  addition,  the  elderly  consume  large  numbers  and  quantities 
of  drugs,  prescription  and  nonprescription  combined. 
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Public  Information 

The  Elder-Ed  Program  consists  of  a  30-minute  film  and  booklets  designed 
assist  the  elderly  to  be  fully  aware  of  the  benefits  and  risks  of  medicine 
and  prescription  drugs.    Elder-Ed  is  a  program  on  wise  use  of  prescription 
drugs  and  how  to  communicate  effectively  with  health  care  practitioners. 
Two  booklets  make  up  the  Elder-Ed  publications  kit.    Using  your  Medicine 
Wisely:    A  Guide  for  the  Elderly  is  a  discussion  of  sensible  precautions 
about  taking  medicines.    Passport  to  Good  Health  Care  is  an  8-page, 
passport-size  booklet  which  has  space  to  write  down  medical  emergency 
information  as  well  as  complete  descriptions  of  all  the  medicines  and  pre- 
scription drugs  the  senior  citizen  takes. 

Trai  ni  ng 

During  the  past  year,  NIDA  has  reproduced  and  distributed  two  manuals,  one 
aimed  at  providing  instructions  for  service  providers,  entitled  Drug  Misuse 
and  Abuse  Among  the  Elderly,  originally  published  by  The  Door  of  Central 
Florida,  Inc.    The  training  package's  basic  objective  is  to  improve  service 
providers'  understanding  of  the  physical,  psychological,  and  social  problems 
of  aging  that  may  contribute  to  drug  misuse  and  abuse  by  the  elderly.  The 
second  training  manual  for  pharmacists  and  pharmacy  students,  Improving  Use 
of  Drugs  by  Elderly  Patients,  a  learner's  manual,  was  ori gi nally  publ i shed 
by  the  Florida  Drug  Abuse  Prevention  and  Education  Trust  in  Operation  PAP, 
Inc.    This  manual  provides  information  and  reference  sources  for  pharmacists 
who  provide  medication  to  ambulatory  elderly  patients. 

Treatment 

The  new  Statewide  Services  Grant  Guidelines  require  States  to  assess  the 
need  for  drug  abuse  treatment  services  among  the  elderly  and  to  put  forward 
objectives  for  meeting  those  needs.    Similarly,  the  State  Plan  Guidelines 
for  implementation  of  Section  409  now  require  that  the  plan  address  the 
needs  of  the  elderly. 

Interagency  Activity 

In  addition  to  maintaining  close  contact  with  NIMH  and  NIAAA  efforts  related 
to  the  elderly,  NIDA  also  exchanges  information  with  officials  from  the 
Administration  on  Aging  (AoA)  and  National  Institute  on  Aging  (NI A) 
regarding  their  ongoing  efforts.    Further,  NIDA  is  represented  on  the 
planning  committee  for  the  1981  White  House  Conference  on  Aging. 
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3.  National  Institute  of  Mental  Health 


Five  percent  of  the  Nation's  aged  live  in  institutions.  Of 
these,  about  12  percent  are  in  mental  hospitals  with  the 
remainder  in  nursing  and  other  types  of  homes  for  the  aged  and 
chronically  ill.  The  elderly  comprise  6  percent  of  additions  to 
State  and  county  mental  hospitals  and  29  percent  of  the  resident 
patients.  Approximately  80  percent  of  those  aged  65  and  older 
who  live  in  nursing  and  personal  care  homes  have  some  degree  of 
mental  impairment.  Only  3.8  percent  of  outpatient  psychiatric 
service  admissions  are  aged  65  and  over.  An  estimated  10-25 
percent  of  the  aged  in  the  community  have  some  degree  of  mental 
impairment.  The  death  rate  for  suicide  among  the  elderly  is 
highest  at  age  55  and  over  (19.9  per  100,000,  for  people  over  55, 
as  compared  with  12.7  per  100,000  for  all  ages). 

The  National  Institute  of  Mental  Health  conducts  studies 
relevant  to  the  mental  health  of  the  aging,  including  projects 
dealing  with  the  etiology,  diagnosis  and  treatment  of  mental 
disorders,  the  development  and  delivery  of  mental  health 
services,  and  the  prevention  of  mental  disease.  The  Institute's 
goals  are  met  through  grants  and  technical  assistance  directed 
towards  stimulating  and  encouraging  (1)  research  into  areas  in 
which  knowledge  is  needed,  (2)  incorporation  of  mental  health 
consideration  into  programs  for  aging,  (3)  development  and 
evaluation  of  innovative  programs  for  the  delivery  of  mental 
health  services  to  the  aged,  (4)  development  and  dissemination  of 
information  about  mental  health  of  the  aging,  (5)  training  of 
aging  specialists  in  the  core  mental  health  disciplines,  and  (6) 
training  in  mental  health  concepts  for  providers  of  health  and 
social  services  to  the  elderly. 

The  principal  NIMH  coordinating  point  for  this  area  is  its 
Center  for  Studies  of  Mental  Health  of  the  Aging.  The  Center 
supports  projects  directly,  and  also  contributes  resources  to 
projects  in  other  NIMH  programs  which  have  a  significant 
component  relating  to  aging.  The  Center  also  relates  to  public 
and  private  agencies  at  the  national,  regional,  state,  and  local 
levels.  Formal  and  informal  relationships  exist  between  the 
Aging  Center  and  the  National  Institute  on  Aging. 

Research 

Research  projects  supported  by  the  National  Institute  of 
Mental  Health  cover  the  range  from  biological  to  social  issues 
affecting  the  mental  health  of  the  aged,  and  deal  with  the 
service  delivery  questions  as  well.  A  sampling  of  the  major 
lines  for  research  activities  follows: 
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Senile  Dementia:  Investigators  at  Washington  University,  St. 
Louis  are  analyzing  the  value  of  various  behavioral  and  biomedical 
factors  in  predicting  the  development  and  course  of  senile 
dementia.  Intramural  investigators  are  focusing  on  the 
relationship  between  levels  of  blood  aluminum  and  this  disease, 
and  on  the  genetics  of  Alzheimer's  disease,  a  clinical  syndrome 
closely  related  to  senile  dementia.  Other  extramural  research  has 
been  based  on  the  relationship  between  the  levels  of  cholinergic 
enzymes,  neuronal  transmission,  and  senile  dementia. 
Experimentation  with  lecitin  and  physost igmine ,  2  drugs  known  to 
increase  the  level  of  these  enzymes,  is  attempting  to  determine 
whether  or  not  these  drugs  can  improve  cognitive  functioning. 

Psychopharmacology :  Another  important  avenue  of  research 
involves  the  effects  of  psychopharmacologic  treatment  for  the 
elderly.  This  is  significant  both  because  of  the  nature  of 
mental  health  problems  of  the  aged  and  because  of  their  greater 
sensitivity  to  adverse  effects  of  some  of  the  drugs.  For 
example,  although  depression  is  the  most  serious  mental  health 
problem  in  the  elderly,  its  signs  and  symptoms  tend  to  differ 
from  those  exhibited  in  younger  patients.  The  elderly  are  more 
sensitive  to  certain  adverse  effects  of  some  antidepressants. 
With  these  factors  in  mind,  an  investigator  at  UCLA  is  conducting 
a  double  blind,  placebo  controlled  study  comparing  the  relative 
safety  and  efficacy  of  two  antidepressant  drugs,  including 
analysis  of  effects  on  the  heart  and  blood  pressure,  and  attempts 
to  modify  the  therapeutic  dosage  level. 

Effect  of  Major  Life  Changes:  In  the  social  aspects  of  aging,-  a 
research  project  at  Yale  is  examining  the  health,  psychological 
and  behavior  effects  of  severe  illness  or  death  of  one  spouse 
upon  the  other.  The  findings  of  this  research  are  expected  to 
form  the  basis  of  recommendations  for  clinical  interventions  with 
the  bereaved.  An  additional  use  of  the  findings  is  expected  to 
be  in  curriculum  development  for  mental  health  professionals. 

Aging  Among  Minority  Groups:  The  Institute  is  also  committed  to 
attracting  skilled  minority  researchers  to  the  field  of  aging. 
An  innovative  approach  to  this  issue  was  being  done  with  Mexican- 
American  researchers  through  a  contract  with  the  Human  Resources 
Corporation,  a  minority-owned  research  organization.  A  two  year 
developmental  project  has  been  funded  to  produce  proposals  and 
locate  funding  sources  for  research  relevant  to  mental  disorders 
and  mental  health  maintenance  as  experienced  by  aging  Mexican- 
Americans.  State-of-the-art  papers  from  which  research  proposals 
will  be  derived  were  published  in  monograph  form  by  the  Institute 
as  a  way  of  disseminating  information  back  into  the  areas  of 
research  and  practice.  Dissemination  workshops  have  been  held  in 
Michigan,  Texas,  and  California. 
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Training 

In  FY  1980  NIMH  further  increased  its  support  of  specialty 
training  in  geriatric  mental  health  and  in  the  development  of 
model  training  projects  that  had  potential  for  replication  in 
training  programs  across  the  nation.  Following  recommendations  of 
the  ADAMHA  Manpower  Analysis  Task  Force  and  the  President's 
Commission  on  Mental  Health,  NIMH  manpower  and  training  policy 
continued  to  be  redirected  in  FY  198-1  to  address  unserved  and 
underserved  populations,  geographic  areas  and  public  mental 
health  facilities.  The  aged  were  identified  as  an 
unserved/underserved  population  and  increased  attention  was  paid 
to  stimulating  development  of  and  funding  for  training  efforts 
directed  at  meeting  the  mental  health  needs  of  the  elderly.  This 
manpower/training  policy  will  be  in  effect  in  FY  1982  also.  The 
NIMH  focused  its  support  mechanisms  on  the  basic  education  of  the 
core  disciplines  in  the  specialty  area  of  aging;  the  Center  for 
Studies  of  the  Mental  Health  of  the  Aging  supports  mental  health 
manpower/training/education  research  and  demonstration  and  the 
training  of  non-mental  health  personnel  in  meeting  the  mental 
health  needs  of  their  aging  clientele  in  all  health  and  human 
services  delivery  systems.  Particular  attention  is  paid  to  the 
aged  chronically  mentally  ill  and  to  the  community-based  long- 
term  care  delivery  system. 

Illustrative  of  projects  in  this  category  is  one  being 
conducted  by  the  American  College  of  Nursing  Home  Administrators 
in  collaboration  with  the  National  Council  of  Community  Mental 
Health  Centers  to  develop,  using  a  continuing  education  model, 
cooperative  programs  between  community  mental  health  centers  and 
nursing  homes  for  the  provision  of  mental  health  services,  case 
consultation,  inservice  training  of  nursing  home  personnel  and 
program  development.  This  project  is  national  in  scope,  with 
training  being  conducted  on  a  regional  basis. 

During  FY  1981  a  new  initiative  was  inaugurated  by  the 
Center  for  Studies  of  the  Mental  Health  of  the  Aging,  known  as 
the  Faculty  Development  Award.  Several  awards  were  made  to 
departments  of  psychiatry  and  schools/colleges  of  nursing  to 
support  the  advanced  training  of  an  experienced  faculty  member  in 
psychiatry  or  psychiatric  nursing  who  will  become  responsible  for 
the  promotion  and  coordination  of  the  professional  school's 
students  and  faculty  in  geriatric  mental  health.  The  objective 
of  the  Faculty  Award  Program  is  to  stimulate  an  increased 
awareness  of  and  attention  to  the  mental  health  needs  of  the 
aging  and  increase  the  professional  schools'  capacity  to  more 
adequately  meet  training  needs  in  mental  health  of  aging. 


78-363  0-81-16 


240 


Services 

Mental  health  services. to  the  elderly  are  provided  primarily 
through  the  Community  Mental  Health  Centers  program.  As  a 
special  subgroup,  those  elderly  with  chronic  mental  illness  are 
served  by  the  Community  Support  Program.  Both  of  these  programs 
of  the  Institute  will  continue  under  the  Mental  Health  Systems 
Act.  One  major  advance  of  the  Act,  however,  is  an  additional 
provision  for  special  grants  for  elderly  populations.  These 
funds  will  enable  communities  without  Federally  funded  CMHCs  to 
maximize  their  services  to  elderly  populations. 

Additionally,  the  Nursing  Home  Improvement  Program  of  the 
National  Institute  of  Mental  Health  is  a  mechanism  to  improve  the 
quality  of  long  term  care.  Begun  in  1971,  and  administered,  as  of 
FY  1980,  by  the  Aging  Center,  this  program  seeks  to  transmit 
knowledge  of  principles  and  methods  of  practice  which  would 
promote  the  mental  health  of  patients  in  nursing  homes  and 
minimize  the  impairment  of  function  caused  by  mental  disorder. 
The  program  has  drawn  on  the  resources  of  existing  organizations 
to  establish  models  of  collaboration  which  were  then  tested, 
modified,  and  put  into  operation  around  the  country. 
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D.  FOOD  AND  DRUG  ADMINISTRATION 

The  laws  enforced  by  the  Food  and  Drug  Administration  are  designed  to  protect 
the  health,  safety,  and  pocketbooks  of  all  consumers  regardless  of  age.  This 
protection,  however,  is  particularly  important  to  the  elderly  consumer,  and 
many  of  FDA's  actions  are  of  special  interest  to  this  age  group.    The  informa- 
tion which  follows  illustrates  the  significance  of  various  phases  of  FDA's 
efforts  to  protect  the  elderly. 

Patient  Package  Inserts.       In  September,  1980,  FDA  initiated  a  pilot  patient 
package  insert  (PPI)  project     to  require  that  pharmacies  give  patients  easy  to 
read  information  along  with  certain  prescription  drugs.     The  PPIs  will  describe 
what  the  drug  is  for,  what  side  effects  may  occur  and  how  to  take  the  drug 
properly  to  get  the  most  benefit.    The  leaflets  will  be  produced  by  drug  manu- 
facturers, covering  10  drugs  or  classes  of  drugs     (some  of  which  are  widely 
used  by  older  persons),  and  will  be  available  beginning  in  mid-1981.  Their 
benefits  to  the  public  and  their  cost  will  be  evaluated  over    the  next  three 
years.    Then,  a  decision  will  be  made  whether  to  require  patient  package  in- 
serts for  other  prescription  drugs. 

Over-the-Counter  Monograph  Review.     Over-the-counter  monographs  establish  stan- 
dards for  specific  classes  of  over-the-counter  drug  products  to  ensure  a  specific 
level  of  quality  among  products  of  a  given  type.     This  standard  permits  the  con- 
sumer to  purchase  the  least  expensive  brand  in  safety.    This  is  especially  bene- 
ficial to  the  elderly.    Many  of  them  are  on  small,  fixed  incomes,  and  they  often 
use  a  great  deal  of  medication.    Tentative  and/or  final  monographs  are  planned 
for  publication  during  1981,  1982,  and  1983  on  analgesics,  laxatives,  night- 
time sleep  aids,  vitamins  and  minerals,  and  digestive  aids. 

Drug  Experimentation  in  Elderly.  Comparatively  little  clinical  research  has  been 
performed  upon  the  elderly.     However,  when  it  is  performed  the  question  of  in- 
formed consent  sometimes  becomes  an  issue,  and  guidelines  are  being  finalized 
which  will  establish  parameters  under  which  the  institutional  review  boards  must 
determine  whether  specific  groups  who  may  not  be  able  to  protect  their  own  rights 
(such  as  children,  the  elderly,  and  prisoners)  are  receiving  adequate  protection. 
These  boards  are  appointed  by  the  Agency  to  monitor  research  conducted  in  the 
development  of  New  Drug  Applications. 

Drug  Efficacy  Study  Implementation.     This  program  helps  assure  that  consumers 
purchase  only  those  drug  products  which  will  effectively  treat  the  conditions 
for  which  they  are  indicated.     Since  the  elderly  use  a  disproportionately  high 
percentage  of  drugs,  this  program  should  benefit  them  more  than  it  does  the 
general  population. 

The  Maximum  Allowable  Cost  Program.    FDA  is  assisting  in  the  Department-wide 
MAC  program  which  is  aimed  at  reducing  health  care  costs  through  the  increased 
use  of  lower-cost  generic  drugs  which  are  determined  to  be  medically  equivalent 
to  brand  name  products.     FDA  develops  lists  of  such  generic  drug  products.  The 
MAC  program  is  conducted  to  prevent  Medicare  and  Medicaid  from  paying  premium 
prices  for  brand  name  drugs  when  lower  cost,  medically  equivalent  generic  ver- 
sions are  available.     The  elderly  are  benefited  by  paying  lower  costs  for  their 
needed  medication. 
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Fraudulent  and  Quack  Devices.     The  FDA's  quackery  education  program  has  been 
directed  at  generating  local  and  national  interest  in  recognizing  medical  and 
health  frauds.     FDA  prepared  a  series  on  device  quackery  for  local  television. 
The  television  spots  discuss  and  describe  various  types  of  device  quackery  and 
medical  fraud.     The  series,  available  through  local  Consumer  Affairs  Offices, 
illustrates  examples  of  devices  that  make  false  and  misleading  claims.  These 
examples  include  arthritis  and  pain  relievers,  figure  enhancers,  sex  aids, 
hair  growth  and  removal  devices,  and  weight  reducing  devices.      FDA  developed 
and  is  distributing  a  booklet  entitled,  "The  Big  Quack  Attack:  Medical  Devices". 
The  booklet  contains  information  on  device  fraud,  and  informs  consumers  of  the 
steps  they  should  take  to  protect  themselves  from  device  quackery.     Included  in 
the  booklet  are  the  names  of  devices  and  device  manufacturers  that  the  FDA  or 
the  U.S.  Postal  Service  have  acted  against  for  false  and  misleading  claims  in 
their  respective  labeling  and  advertisements. 

Testing  Non-Directional  Hearing  Aids.     A  program  of  testing  non-directional, 
behind  the  ear  hearing  aids  for  compliance  with    the  administratively-prescribed 
Federal  Standards  was  completed.     Samples  from  eight  of  the  firms  met  all  major 
requirements,  but  12  failed  in  some  way  to  perform  according  to  specifications 
contained  in  the  User  Instructional  Brochure  and/or  other  analysis  of  labeling. 

Sodium  and  Potassium  Labeling.  FDA  will  publish  in  early  1981  a  proposal  that 
will  require  sodium  and  potassium  labeling,  and  will  establish  definitions  for 
"low",  "moderately  low",  and  "reduced"  sodium. 

Cholesterol  Content  Labeling.     FDA  is  proposing  that  cholesterol  and  fatty  acid 
content  of  food  be  included  as  part  of  the  nutrition  labeling  when  claims  on 
these  substances  are  made.     It  defines  the  terms:  "cholesterol  free",  "low  cho- 
lesterol", and  "reduced  cholesterol". 

Medical  X-Ray  Guidance  and  Education  Efforts.     Of  the  approximately  270  million 
medical  x-ray  examinations  conducted  in  the  U.S.  annually,  a  substantial  propor- 
tion are  performed  on  elderly  patients.     It  is  generally  acknowledged  that  a 
significant  number  of  x-ray  procedures  may  not  be  medically  needed.    FDA  is 
seeking  to  address  these  problems  with  two  new  programs.     One,  which  is  addressed 
to  physicians,  seeks  to  provide  better  guidance  on  the  indications  for  certain 
x-ray  examinations.    The  other    is  a  program  to  educate  consumers    to  reduce 
their  demand  for  unnecessary  x-rays. 

FDA  is  unable  to  supply  specific  information  on  goals  and  expenditure  levels 
regarding  the  elderly,  because  its  budgets  are  not  prepared  in  such  a  way  as 
to  identify  its  research  or  regulatory  programs  by  specific  age  groups. 
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E.  HEALTH  RESOURCES  ADMINISTRATION 
1.  Bureau  of  Health  Professions 


Under  the  Nurse  Practitioner  Program,   registered  nurses 
are  prepared  as  geriatric/gerontologic  nurse 
practitioners.     Nurses  are  taught  to  take  a  medical/health 
history,  perform  a  physical  examination,  care  for  self- 
limiting  acute  illnesses  and  manage  chronic  illness. 
Emphasis  is  on  teaching  and  counseling  to  maintain  optimum 
health  status  and  to  continue  living  in  the  community. 

Nursing  Special  Project  activities  supporting  this  area 
include  course  of  instruction  not  to  exceed  6  months  for 
nurse  aides  and  orderlies  employed  in  nursing  homes  that 
care  for  the  geriatric  patient;  inservice  education  programs 
for  licensed  practical  nurses  working  with  the  aged; 
curriculum  improvement  grants  to  strengthen  nursing  content 
in  the  area  of  gerontological  nursing  and  gerontological 
training  programs  for  nurse  educators. 

Various  topics  relevant  to  aging  were  funded  in  FY  80 
in  three  nurse  research  projects.     These  projects  dealt 
with:     (1)  investigating  ways  to  improve  the  care  of 
patients  in  nursing  homes,   specifically  in  terms  of  mouth 
and  foot  care;    (2)  evaluating  nursing  actions'  effectiveness 
in  preventing  confusion  in  elderly  patients  with  broken 
hips;  and  (3)  showing  the  effect  of  nurse  practitioner  care 
on  elderly  women's  adherence  to  care  plans. 

Under  Curriculum  Development  (section  788 (d) ) ,  pro jects 
have  been  awarded  to  support  the  development,  implementation 
and  evaluation  of  new  geriatric  course  meterials. 
Approximately  half  of  the  projects  were  in  schools  of 
medicine.     The  curriculum  development  projects  are  in  many 
instances  multidisciplinary  and  range  in  scope  from  a  course 
on  gerontology  to  a  mobile  health  unit  staffed  by  students. 

Funds  have  been  awarded  in  previous  years  and  will 
continue      in     FY    1982     for  the  development  of  an  Area  Health 
Education  Center  (AHEC)  program  which  includes  graduate  and 
undergraduate  geriatric  medical  training  in  an  urban 
geriatric  setting. 

A  number  of  activities  have  occurred  under  the  Physician 
Assistant  Program,  which  have  a  direct  or  indirect  impact  on 
the  elderly.     A  university  has  developed  a  course  on  the 
aging  process  for  its  physician  assistants  (PAs). 
Particular  phases  of  some  projects  emphasize  geriatric 
education  for  PAs  to  examine  the  psychosocial  aspects  of 


244 


gerontological  care,   for  curriculum  development  and  advanced 
training  in  geriatrics  for  graduate  PAs,   and  to  develop 
geriatric  curriculum  modules  for  its  60  trainees. 

Under  the  family  medicine  residencies  &  training 
program  the  final  year  of  a  two-year  contract  was  awarded  in 
FY  1981  to  develop  a  self-instructional  model  for  the 
management  and  care  of  elderly  patients.     Additonally,  a 
number  of  training  programs  under  this  section  have  received 
funding  specifically  in  the  area  of  geriatrics. 

Allied  health  special  projects  have  supported  training 
for  allied  health  personnel  in  the  special  needs  of 
geriatric  patients. 

2.  Bureau  of  Health  Facilities 

A  primary  objective  of  the  Hill-Burton  program  is  to  stimulate  the 
modernization  and  construction  of  facilities  needed  to  build  up  an  effici- 
ent, well-coordinated  network  of  services  for  the  acute  care,  ambulatory  care, 
long-term  care,  and  rehabilitation  of  all  persons,  including  the  aged  and 
aging.     Since  the  enactment  of  the  Hill-Burton  program,  assistance  has  been 
provided  for  the  modernization  and  construction  of  105,026  long-term  care 
beds  in  chronic  disease  hospitals,  nursing  homes,  and  units  of  general 
hospitals. 

The  need  for  modernization  and  construction  of  long-term  care  facili- 
ties continues  at  a  high  level.     As  the  aging  population  continues  to  in- 
crease, the  demand  for  adequate  nursing  home  care  for  them  must  be  met.  In 
addition,  the  enactment  of  the  Medicare,  Medicaid  and  other  programs 
partially  removed  the  economic  barriers  to  care  of  the  aged. 

Public  Law  93-641,  signed  on  January  4,  1975,  and  P.  L.  96-79,  signed 
on  October  4,  1979,  extended  and  extensively  revised  the  Hill-Burton  pro- 
gram.   Long-term  care  facilities  are  no  longer  aided  as  a  separate  formula 
grant  category.    However,  they  will  be  eligible  under  two  programs  of  grant 
assistance:  (1)  Section  1610a  project  grants  for  construction  and  moderniza- 
tion projects  designed  to  prevent  or  eliminate  safety  hazards  in  medical 
facilities  and  to  .assure  compliance  with  State  or  voluntary  licensure  or 
accreditation  standards,  and  (2)  conversion  of  existing  facilities  into 
outpatient  medical  facilities  or  facilities  for  long-term  care  to  provide 
services  for  underserved  populations.    The  same  facilities  are  also  eli- 
gible for  loans  or  loan  guarantees  (interest  subsidy  if  in  poverty  areas) 
and  also  those  long-term  care  facilities  needing  construction  in  areas 
which  have  experienced  recent  rapid  population  growth.    No  loans  or  loan 
guarantees  have  been  made  under  this  authorization  and  none  are  expected 
to  be  made  in  1982.     Section  1610a  project  applications  have  already  been 
received  for  the  $51.3  million  appropriated  before  FY  1981,  of  which  five 
long-term  care  projects  have  received  $  8,767,173. 

In  addition,  the  following  services  provided  through  program  staff 
support  contribute  to  improved  health  care  of  the  aged  and  others  through- 
out the  Nation:     (1)  technical  and  professional  consultation  regarding 
facility  functional  planning,  design,  maintenance,  and  construction, 
which  is  available  to  all  public  agencies  and  nonprofit  organizations; 
and  (2)  guide  material  relating  to  the  planning,  design,  equipping,  and 
construction  of  health  facilities. 
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F.  HEALTH  SERVICES  ADMINISTRATION 

The  Department  of  Health  and  Human  Services  has  a 
legislative  mandate  to  provide  direct  health  care  services  to 
specified  beneficiaries  under  the  provisions  of  the  Public  Health 
Service  Act  and  the  Dependents'   Medical  Care  ActT  This 
responsibility  is  discharged,  in  part,  through  the  Bureau  of 
Medical  Services  (3MS)  of  the  Health  Services  Administration 
(HSA)   and,  within  the  Bureau  through  the  Division  of  Federal 
Employee  Occupational  Health   (DFEOH) .     The  DFEOH  contracts  with 
Federal  agencies  to  provide  limited  health  care  services  to  their 
employees . 

The  Bureau  of  Medical  Services  provides  comprehensive  health 
care  services  to  American  seafarers,  active  duty  members  of  the 
U.S.  Coast  Guard,  members  of  the  National  Oceanic  and  Atmospheric 
Administration  (NOAA)   and  to  active  duty  Commissioned  Officers  of 
the  U.S.  Public  Health  Service  (USPHS) .     Services  may  also  be 
provided  to  retired  members  of  the  uniformed  services,  to 
dependents  of  active  duty  and  retired  members  of  the  uniformed 
services  under  the  authority  of  the  Dependent's  Medical  Care  Act, 
and  to  selected  community  residents. 

The  DFEOH  operates  156  clinics  in  Federal  installations 
across  the  country.     In  fiscal  year  1980,  the  DFEOH  served  an 
estimated  population  of  270,000  and  approximately  666,000  visits 
were  made  for  medical  reasons. 

Health  care  services  are  provided  by  the  BMS  through  9 
hospitals  (8  general  medical-surgical  and  1  specialty  hospital 
for  the  treatment  of  Hansen's  Disease),  27  freestanding 
outpatient  clinics,  and  approximately  300  contract  physicians  and 
hospitals  located  throughout  the  United  States.     This  major 
system  constitutes  a  nationwide  network  within  the  Department  for 
delivery  of  comprehensive  health  care  services,  for  training,  and 
for  research. 

Early  in  fiscal  year  1978,  the  then  Secretary,  Mr.  Califano, 
appointed  an  Ad  Hoc  Advisory  Committee  to  examine  the  8  general 
USPHS  hospitals  and  make  recommendations  regarding  the  future  use 
and  focus  of  these  hospitals.     The  report  of  the  Committee  was 
submitted  to  the  Secretary  on  August  31,  1978.     One  of  the  most 
significant  of  the  Ad  Hoc  Committee's  recommendations  was  that, 
while  continuing  their  commitment  to  serve  primary  beneficiaries 
(principally  American  seafarers) ,  consideration  should  be  given 
to  the  broadening  of  the  mission  of  the  hospitals  to  permit  a 
greater  concentration  on  the  delivery  of  primary  care  services  to 
the  medically  underserved. 

The  Ad  Hoc  Committee  also  recommended  that  the  BMS  should 
relate  closely  to  community  needs  and  the  planning  efforts  of 
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local  Health  Systems  Agencies.     Daring  the  past  calendar  year, 
the  3  general  medical  and  sjrgical  hospitals  worked  closely  with 
each  of  their  local  Health  Systems  Agencies'    in  the  development 
of  the  hospitals'   plan  so  that  the  reso jrces  of  the  hospitals 
might  be   used  more  efficiently  in  responding   to  beneficiary  and 
community  needs. 

PUBLIC   HEALTH   SERVICE   HOSPITAL  CAPE 


Health  care  services  within  HSA's  3  lreau  of  Medical  Services 
are  provided  by  9  PHS  hospitals   (8  general    t--  -,  ic?l-s  jrgical  and  1 
speciality  hospital  for  the  treatment  of  Hansen's  disease) ,  27 
freestanding  c  utoatier.t  clinics,   and  more  than  300  contract 
physicians  and  hospitals  located  thro  jgho  it  the  United  States. 
During  the  first  6  months  of  fiscal  year  1930,  of  the  35,106 
discharges   from  the  USPHS  hospitals,    in  9,900  instances,  the 
patient  was  60  years  of  age  or  more.     Annual ized ■<,   it  is  estimated 
that  approximately  149,100  patient-days  were    jtilized  by  this 
group  at  an  estimated  cost  of  $30,115,200  on  an  average  daily 
rate  of  $202.     The  average  length  of  stav  of  15.1  days  for  this 
age  gro  jo  is  longer  than  the  average  for  younger  individuals. 
American  seamen  constitue  a  major  PHS  beneficiacy  grojo,  and 
there  are  probably  more  single  males  in  this  category  than  in  the 
population  at  large.     As  a  consequence,   finding  suitable  njrsir.g 
hemes  or  other  protective  settings  constitutes  one  of  the  major 
difficulties  in  discharge  planning.     During  fiscal  year  1980,  it 
is  estimated  that  patients  60  years  of  age  or  over  made  512,500 
visits  to  hospital  emergency  rooms,  outpatient  clinics  or  to 
freestanding  clinics  at  a  cost  of  341. OC  per  visit.     Total  cost 
for  outpatient  care  for  this  gro jo  based  on  the  above  data,  is 
estimated  to  be  $21,012,500. 

AoA-HSA   DEMONSTRATION  PROJECTS 

The  program  activities    undertaken  over   the  oast   few  years  to 
serve  the  elderly  have  continued  and  in  some  instances  have  been 
expanded   (see  demonstration  programs  described  below).  A 
memorandum  of   jnder stand ing   (MOU)   between  HSA  and  the 
Administration  on  Aging   (AoA)    has  been  signed.     The  HOU  between 
HSA  and  AoA  fee  jses  on  the  planning  and  delivery  of  a 
comprehensive  package  of  health  care  and  social  services  to  the 
aged.     Eleven  demonstration  projects  are  expected  to  be  funded  to 
establish  model  ooerational  linkages  between  HSA  and  AoA 
programs.     The  AoA  and  HSA  have  selected  three  demonstration 
projects  from  the  Indian  Health  Service   (THS) ,   tnree  projects 
from  the  BMS,  and  five  from  the  Bureau  of  Commjnity  Health 
Services   (BCHS).     The  BMS  orojects  will   involve  the  Funding  of 
demonstration  projects  which  foe js  on  the  elderly  residirg   in  tne 
immediate  geographic  area  served  by  three  USPHS  hospitals.  Thesc 
projects  share  the  common  goal  of  improving  the  availability  and 
accessibility  of  services  to  the  chronically  impaired  and  frail 
elderly.     The  three  BMS  projects  are  described  below: 
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BALTIMORE,  MARYLAND 

The  U.S.  Public  Health  Service  Hospital  in  Baltimore, 
Maryland,  proposes  over  the  next  3  years  to  establish  a 
geriatric  health  service  that  will  provide  a  comprehensive 
set  of  medical-psychological  services  for  a  defined 
population  of  elderly  persons.     The  project  will  develop 
several  points  of  entry  into  the  system  by  locating  in 
existing  community  organizations,  such  as  the  action  in 
maturity  (AIM)   and  the  northwest  senior  centers;  develop  a 
network  of  service  provider  points,  such  as  hospitals, 
community  health  centers,  and  private  practitioners;  develop 
an  integrated  system  of  referrals  to  already  existing 
psychological  services  and  arrange  for  the  transportation  and 
tracking  of  elderly  clients  through  the  system.     The  staffing 
of  the  geriatric  health  unit  (GHU)   will  consist  of  the 
following  full-time  personnel:     nurse  practitioner,  social 
worker,  secretary,  and  part-time  health  education  and 
physician . 

The  goal  is  to  maintain  and/or  improve  the  functional  ability 
of  non-instit Jtionalized  residents  of  Baltimore  City  over  the 
age  of  60  through: 

(1)  Detection  of  disease  and  psychosocial  problems  in  the 
elderly; 

(2)  Provision  of  limited  primary  health  and  social  services; 

(3)  Providing  a  referral  mechanism  for  appropriate  medical 
treatment  and  psychosocial  assistance; 

(4)  Conduction  of  health  education  programs. 

This  project  will  concentrate  on  meeting  the  health  and 
psychological  needs  identified  by  community  surveys  in  the 
Hampden-Woodberry-Remington  area,  the  needs  assessment  of  the 
area  agency  on  aging  and  those  problems  identified  by  case 
management  at  the  participating  senior  centers. 

To  the  extent  feasible,  the  project  will  try  to  become 
financially  viable  through  third  party  payments  and  a 
self-pay  program  for  the  clients.     A  sliding  fee  schedule 
will  be  instituted. 

BOSTON,  MASSACHUSETTS 

The  U.S  Public  Health  Service  Hospital,  Eoston, 
Massachusetts,   is  located  in  the  Allston-Br ighton  area  which 
has  a  population  of  approximately  12,000  elderly  aged  60  and 
over.     Although  social  services  are  available  for  the  elderly 
in  the  area,  certain  social  needs  continue  to  be  identified, 
such  as  transportation,  some  housekeeping,  and  crime 
protection.     Further,  the  supply  of  primary  care  in  the  area 
is  inadequate.     Between  1,000  and  2,000  elderly  have  reported 
problems  with  health  status.     Five  percent  of  Allston- 
Brighton  elderly  are  homebound. 
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In  1978,  a  survey  conducted  by  the  Boston  Commission  on 
Affairs  of  the  Elderly  reported  that  about  17  percent  or 
2,000  of  the  population  60  years  and  older  living  in  the 
Allston-Br ighton  area  had  no  contact  with  a  physician  during 
that  year.     Further,  half  of  the  8  census  tracts  are 
identified  as  either  Medically  Underserved  Areas  (MUA) , 
Health  Manpower  Shortage  Areas  (HMSA) ,  or  dental  shortage 
areas. 

The  USPHS  intends  to  mobilize  its  resources  in  order  to  help 
alleviate  problems  of  availability  and  accessibility  of 
primary  care.     To  carry  out  this  purpose,  the  PHS  will 
develop  a  primary  care  program  aimed  specifically  at  the 
elderly  in  Allston-Br ighton .     It  will  utilize  physicians, 
nurse  practitioners,  case  aides,  and  other  specialty  services 
in  order  to  provide  health  treatment,  education,  nutrition 
counseling,  health  detection,  and  other  services.     In  order 
to  provide  a  comprehensive  package  of  services  to  the 
elderly,   the  PHS  will  develop  model  linkages  to  the  social 
services/health  care  system.     Th=  PHS  will  offer  its  services 
regimen  at  the  hospital  ambulatory  unit,  at  the  home  site, 
through  mobile  clinics  in  the  community,  and  at  the  PHS 
nutrition  program  currently  in  operation. 

SEATTLE,  WASHINGTON 

The  U.S.  Public  Health  Service  Hospital  in  Seattle, 
Washington  has  developed  the  following  initiative: 

AoA  funds  have  been  requested  jointly  by  USPHS  Hospital 
and  Central  Seattle  Community  Health  Center,  a  BCHS 
grantee,  to  link  primary  care  services  with  senior 
center  activities,  home  health  care,  and  chore  services. 
Medical  backup  for  outpatient,   inpatient,  and 
rehabilitative  services  is  included.  Participating 
agencies  are  the  USPHS  Hospital,  Pike  Market  Community 
Clinic,  Market  Senior  Center,  neighborhood  health 
centers,  Seattle-King  County  Health  Department,  Visiting 
Nurse  Service,  Harborview  Medical  Center,  Virginia  Mason 
Hospital,  Homemakers  Upjohn,  and  Seattle-King  County 
Division  on  Aging. 

There  will  be  a  phased  approach  focusing  on  downtown 
Seattle  in  FY  1981  developing  additional  projects  in 
South  Seattle  in  years  1982  and  1983.     The  overall  goal 
is  to  create  a  citywide  system  of  coordinated  elderly 
services  helping  older  adults  remain  independent,  active 
members  of  their  communities  with  decreased  reliance  on 
high-cost  health  care.     Project  objectives  include: 

(1)     The  development  of  a  well-coordinated  package 
of  health  and  social  services  emphasizing 
independence,   self-esteem,  and  dignity;  and 
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(2)     The  improvement  of  coordination  between  health 
and  human  service  agencies  serving  the  elderly 
by  maximizing  the  use  of  home  health  services 
to  replace  short-  or  long-term  care. 

To  accomplish  these  objectives,  AoA  funds  will  support  a 
nurse  practitioner,  outreach  worker,  social  service 
advocate,  public  health  nurse,  health  aide,  and  patient 
advocate.     These  individuals  will  provide  primary 
geriatric  health  care,  outreach  services,  including 
casefinding,  patient  education,  referrals,  patient 
advocacy  for  legal,  housing,  employment,  food  and  other 
social  services,  health  screening,  home  visits, 
footcare,  and  patient  advocacy  in  hospital  settings. 
Project  coordination  in  year  one  will  be  the 
responsibility  of  the  Pike  Market  Community  Clinic,  a 
member  of  the  central  Seattle  consortium. 

OTHER  PHS  PROGRAMS  FOR  THE  ELDERLY 

iHospital-Based  Geriatric  Day  Treatment 

The  Geriatric  Day  Treatment  Center   (GDTC)   has  been  operating 
ron  the  campus  of  the  USPHS  Hospital,  Baltimore,  Maryland,  since 
January  1976.     It  is  jointly  sponsored  by  the  Family  and 
Children's  Society  of  Baltimore  and  the  USPHS  Hospital.  Through 
ja  contract  with  the  Maryland  State  Department  of  Health  and 
Mental  Hygiene,  Office  of  Chronically  111  and  Aging,  the  GDTC 
received  Title  XX  funds.     Each  year  the  program  has  been  in 
operation,  the  Title  XX  funds  have  increased.     This  program 
provides  an  alternative  to  institutionalization,  and  services  are 
delivered  by  a  multidisciplinary  staff  in  a  protective  group 
setting.     The  program  is  structured  around  an  organized  regime  of 
Activities  of  daily  living   (ADL)   and  health  services.  Additional 
important  program  components  include  nutrition  counseling, 
psychiatric  consultation,  and  transportation.     Family  members  are 
counseled  and  taught  various  techniques  to  increase  their  ability 
to  be  helpful  to  the  program  participant  in  the  home.  Program 
participants  are  persons  60  years  of  age  and  older  referred  from, 
the  PHS  beneficiary  groups,  the  geriatric  evaluation  service  of 
the  Baltimore  City  Health  Department,  community  organizatons ,  and 
private  physicians.     The  GDTC  program  has  continued  to  grow  and 
expand  in  1980.     Building  on  this  framework  of  services,  the  GDTC 
was  selected  to  serve  as  a  model  for  the  HSA/AoA  demonstration, 
as  described  above. 

Ger iatr ic _Screening  and  Referral  Service 

The  USPHS  Hospital  in  San  Francisco  has  operated  a  geriatric 
screening  and  referral  service  (GSRS)   since  1977.     This  program 

;was  developed  with  several  community  groups  and  the  San  Francisco 
Department  of  Health  to  examine  persons  60  years  of  age  and  over 

!who  live  in  the  Richmond  and  Sunset  districts  of  San  Francisco. 

iThe  goal  is  to  maintain  people  at  the  highest  level  of 
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functioning  and  self-sufficiency  possible.     The  staff  includes  a 
nurse  practitioner  and  is  made  up  of  persons  from  the  USPHS 
Hospital  and  the  San  Francisco  Health  Department.  Program 
participants  receive  a  complete  history  and  physical  examination, 
laboratory  workup,  social  work  interview,  and  immunizations  as 
appropriate  (e.g.,  flu  vaccine).     They  are  referred  for  eye  and 
hearing  examinations  and  for  other  services  as  needed.     Scope  of 
services  also  include  followup  on  an  annual  basis  and  more 
frequently  if  indicated.     The  GSRS  works  very  closely  with  the 
San  Francisco  District  #5  Community  Board  which  has  geriatric 
protective  services  and  with  the  Richmond  RAMS  group,  which  is  a 
multilanguage ,  multicultural,  yet  predominantly  Chinese,  mental 
health  program.     The  GSRS  clinical  sessions  are  held  once  a  week 
and  see  5  to  10  persons  per  clinic  session.     The  number  of 
patients  served  by  the  GSRS  program  in  fiscal  year  1980  was  294. 

Hospital-Based  ^Nutrition  Program 

The  USPHS  Hospital  in  Boston  established  its  nutrition 
program  for  the  elderly  in  1977.     This  program  regularly  serves 
lunch  to  over  75  people  60  years  and  over,  5  days  a  week.  In 
addition  to  lunch  and  the  associated . socialization,  nutrition 
information  and  counseling  are  integral  parts  of  the  program. 
Further,  the  program  has  stimulated  much  interest  in  the 
possibility  of  linking  these  nutrition  services  with  other 
services  important  to  the  provision  of  primary  care.     Over  the 
next  year,  efforts  will  be  made  to  develop  a  wider  scope  of 
health  and  social  services  for  program  participants.     The  cost  of 
the  program  during  fiscal  year  1980  was  $63,027  for  a  total  of 
11,952  meals  served. 

Extended  Care  .Unit 

The  San  Francisco  PHS  Hospital  has  recently  set  up  an 
extended  care  unit  established  to  fill  the  need  for  extended  care 
for  "hard  to  place"  patients  drawn  from  the  hospital  general 
medical-surgical  wards.     Most  of  the  "hard  to  place"  patients  are 
over  60  years  of  age.     The  unit  was  opened  during  the  last 
quarter  of  fiscal  year  1980,  and  will  be  expanded  djring  fiscal 
year  1981.     The  costs  for  fiscal  year  1980  are  not  available  as 
an  extended  care  unit  "cost  center"  has  not  yet  been  established. 

Rehabilitation  _Program 

The  Seattle  PHS  Hospital  has  a  unique  program  for  the 
rehabilitation  of  stroke  and  cardiac  patients  within  the 
Department  of  Physical  Medicine  and  Rehabilitation.  An 
interdisciplinary  team  approach  is   jsed  in  patient  treatment. 
The  program  is  staffed  by  physiatrists   (physicians  with  a 
specialty  in  physical  therapy),  physical  therapists,  occupational 
therapists,  and  nurses  and  is  affiliated  with  a  teaching  program 
at  the  University  of  Washington  Medical  School.     Stroke  patients 
are  treated  by  the  Spinal  Cord  Injury  team,  and  those  over  60 
years  of  age  would  approximate  20  percent  of  all  patients 
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treated.     Cardiac  patients  over  60  years  of  age  approximate  60 
percent  of  all  cardiac  patients  treated.     It  is  estimated  that 
the  cost  of  treating  patients  over  60  years  of  age  in  these 
programs  during  fiscal  year  1980  was  $50,500  for  a  total  of  670 
patient  days  and  1,020  outpatient  visits.     In  addition  to 
treatment  programs,  the  Seattle  PHS  Hospital  Occupational  Therapy 
Department  is  presently  conducting  research  on  the  "Development 
and  Testing  of  a  Scale  to  Measure  the  Activities  of  Daily  Living 
of  the  Disabled  Population".     This  research  will  have  a  great 
deal  of  impact  on  PHS  programs  for  the  population  specifies,  many 
of  whom  are  functionally  disabled.     The  cost  of  research  will  be 
absorbed  by  the  Occupational  Therapy  Department. 

Cancer  ^Support  Program 

The  Staten  Island  PHS  Hospital  has  developed  a  "Cancer 
Support"  program  for  patients  who  have  the  diagnosis  of 
carcinoma.     It  is  estimated  that  at  least  75  percent  of  these 
patients  are  over  60  years  of  age.     All  patients  with  this 
diagnosis,  whether  inpatient  or  outpatient,  are  referred  to  the 
program  coordinator.     Weekly  meetings  are  held  for  patient 
support  and  education.     A  group  of  individuals  from  the  hospital 
volunteer  to  visit  patients  at  home,  so  that  patients  and  their 
families  may  receive  the  support  needed  to  remain  together.  The 
"Cancer  Support"  program  will  receive  funds  from  bazaars  and 
other  functions  held  by  the  hospital  to  raise  money  for  patients. 
It  is  hoped  that  funds  received  from  these  activities  will  help 
provide  patient  transportation  services  in  the  future.  Staff 
in-service  education  is  an  ongoing  component  of  the  program. 
Estimated  cost  of  the  "Cancer  Support"  program  for  the  population 
specified  is  $17,900  for  a  total  of  5,780  patient  days  and  1,120 
outpatient  visits.     It  should  be  noted  that  the  actual  treatment 
costs  for  these  patients  are  counted  within  general 
medical-surgical  and  outpatient  department  costs.     Thus,  the 
futare  of  $17,900  reflects  only  the  support  function. 

Restorative  Care  Unit 

An  additional  program  developed  by  the  Staten  Island  PHS 
Hospital  is  the  Restorative  Care  Unit.     The  unit  is  organized  to 
provide  rehabilitation  services  to  such  patients  as  amputees, 
stroke  and  accident  victims  and  long  term  post-operative 
orthopedic  patients.     It  is  estimated  that  80  percent  of  patients 
served  by  this  unit  in  fiscal  year  1980  were  over  60.  Patient 
days  totaled  2,922.     The  unit  is  staffed  by  one  physical 
therapist.     Costs  are  difficult  to  estimate  as  the  referring 
services,  such  as  the  Neurology  and  Orthopedic  Departments, 
absorb  the  costs  for  patients  referred.     it  is  important  to  note 
that  this  unit  serves  a  patient  population  for  whom  most 
community  hospitals  do  not  provide  services. 

It  is  envisioned  that  the  3MS  will  continue  to  provide  the 
services  described  above  in  FY  1981  and  in  the  forseeable  future 
as  high  priority  is  placed  on  services  to  the  elderly.  In 
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addition,  it  is  hoped  that  the  BMS  will  become  the  locus  for  an 
"Aging  Initiative"  within  the  HSA.     The  initiative,  while  not 
requiring  additional  resources,  will  devise  methods  of  increasing 
linkages  among  the  PHS  and  community  programs  for  the  elderly. 
In  addition,  the  BMS  will  seek  innovative  methods  of  assisting 
existing  programs  to  work  with  the  Health  Care  Financing 
Administration  in  designing  demonstration  projects  such  as  those 
involving  "decategor izat ion"  of  funds. 
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III.     HEALTH  CARE  FINANCING  ADMINISTRATION 


Medicaid  Program 


Title  XIX,  known  as  Medicaid,  provides  Federal  matching  payments  for  State 
expenditures  for  health  care  for  the  poor.    In  FY  1980,  fifty-four  States 
and  jurisdictions  were  participating  in  Medicaid  (Arizona  is  the  only 
State  not  participating). 

With  the  federalization  of  the  adult  categories  on  Janaury  1,  1974,  under 
the  Supplementary  Security  Income  (SSI)  program,  States  are  not  in  all  cases 
required  to  provide  Medicaid  to  all  adult  recipients  of  cash  assistance 
under  Title  XVI,  as  was  the  case  in  the  past  under  Title  I,  X,  XIV,  or  XVT. 
Limited  Medicaid  coverage  of  SSI  cash  assistance  recipients  vail  apply  in 
States  which,  in  determining  Medicaid  eligibility,  opt  to  apply  an  eligibi- 
lity criteria  from  the  January  1,  1972,  medical  assistance  standard  which  is 
more  restrictive  than  the  eligibility  requirements  for  the  Federal  Title 
XVI  program  for  aged,  blind,  and  disabled  individuals.    States  which  retain 
any  eligibility  factor (s) ,  from  their  January  1,  1972,  standard  which  is 
(are)  more  restrictive  than  the  Title  XVI  eligibility  factor  (s)  must  deduct 
a  personxs  medical  expenses  from  his  income  in  determining  eligibility. 
(They  are  not  required  to  cover  Title  XVI  cash  assistance  recipients  who 
have  higher  income  or  resources,  or  who  otherwise  do  not  meet  the  January  1, 
1972,  medical  assistance  standard.)    As  of  January  1,  1980,  fifteen  States 
and  jurisdictions  have  restricted  Medicaid  eligibility  of  SSI  recipients 
under  this  option. 

Thirty-five  States  extend  Medicaid  coverage  to  all  recipients  of  cash 
assistance  under  the  SSI  program.    States  also  have  the  option  of  providing 
Medicaid  coverage  to  persons  receiving  a  State  Supplemental  payment,  subject 
to  certain  limitations.    In  addition,  States  may  still  elect  to  cover  cer- 
tain medically  needy  persons  who  are  eligible  for  help  only  with  their 
medical  bills  and  who  do  not  receive  maintenance  payments. 

States  are  required  to  provide  in  their  Title  XIX  program:    inpatient  hospital 
care,  outpatient  care,  skilled  nursing  home  care  for  individuals  21  and  over, 
early  and  periodic  screening,  diagnosis  and  treatment  services  for  children 
under  21,  family  planning,  physician  services,  lab  and  x-ray  services  and 
home  health  services,  and  transportation  to  medical  care  where  needed. 
Skilled  nursing  home  services  are  used  primarily  by  the  aged.  Additionally, 
Title  XIX,  as  amended,  has  contained  several  provisions  directed  primarily 
to  those  over  65:    payment  of  Medicare  premium,  co-payment,  and  deductible 
amounts  (for  cash  assistance  recipients) ,  and  coverage  of  inpatient  hospital 
services  in  institutions  for  mental  diseases. 

The  aged  account  for  a  significant  portion  of  Medicaid  expenditures.  About 
thirty-five  percent  of  the  $32.5  billion  Federal,  State  and  local  program 
dollars  will  be  spent  on  care  for  the  aged  in  FY  82,  and  it  is  estimated  that 
3.3  million  people  over  age  55  (or  about  18  percent  of  all  recipients)  will 
receive  Medicaid  services.    For  most  of  these  persons,  Medicaid  was  providing 
services  which  supplemented  and  complemented  those  provided  by  Medicare. 
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Medicare  Program 

In  FY  1982,  an  average  of  29.5  million  persons  will  receive  Medicare  protection. 
Of  these,  26.4  million  will  be  persons  aged  65  or  over,  and  3.2  million  will  be 
under  age  65,  but  disabled.    Under  Medicare,  Hospital  Insurance  beneficiaries 
are  protected  against  the  costs  of  inpatient  hospital  services,  post-hospital 
skilled  nursing  facility  services  and  home  health  services.     In  addition,  the 
voluntary  Supplementary  Medical  Insurance  program  covers  the  cost  of  physician 
and  related  services.    Both  parts  of  the  Medicare  program  provide  for  payment 
of  these  costs,  subject  to  certain  deductible  and  coinsurance  amounts. 

Payments  to  hospitals,  extended  care  facilities  and  home  health  agencies  for 
persons  aged  65  and  over,  under  the  Hospital  Insurance  program,  are  expected 
to  total  an  estimated  $29.0  billion  in  FY  1982.    Supplementary  Medical  Insur- 
ance Payments  for  aged  persons  in  fiscal  year  1982  is  estimated  to  amount  to 
$12.5  billion. 
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IV.  SOCIAL  SECURITY  ADMINISTRATION 
OASDI  Benefits  and  Beneficiaries 

At  the  beginning  of  1980,  about  94  percent  of  all  Americans  age  65  and  over  were 
drawing  social  security  benefits  or  were  eligible  to  draw  benefits  if  they  or  their  spouses 
retired;  about  95  percent  of  the  people  who  reached  65  in  1980  were  eligible  for  benefits. 
It  is  expected  that  96  to  98  percent  of  the  aged  will  be  eligible  for  social  security  benefits 
by  the  end  of  the  century. 

At  the  end  of  September  1980,  35.4  million  people  were  receiving  monthly  social 
security  cash  benefits  (an  increase  from  34.9  million  in  September  1979).  Of  these 
beneficiaries,  19.4  million  were  retired  workers,  3.6  million  were  dependents  of  retired 
workers,  96,000  were  uninsured  individuals  receiving  "special  age-72"  (Prouty)  benefits, 
4.7  million  were  disabled  workers  and  their  dependents,  and  7.6  million  were  survivors  of 
deceased  workers. 

The  monthly  rate  of  benefits  for  September  1980  was  $10.6  billion  compared  to 
$8.9  billion  for  September  1979.  Of  this  amount,  $7.2  billion  was  paid  to  retired  workers 
and  their  dependents,  $1.3  billion  was  paid  to  disabled  workers  and  their  dependents, 
$2.1  billion  was  paid  to  survivors,  and  $10  million  was  paid  to  special  age-72  beneficiaries. 

Retired  workers  received  an  average  benefit  for  September  1980  of  $340  (up  from  $293 
in  September  1979),  while  disabled  workers  received  an  average  benefit  of  $370  (up  from 
$321).  Retired  workers  newly  awarded  social  security  benefits  for  September  1980 
averaged  $363,  while  disabled  workers  received  average  initial  benefits  of  $395.  During 
fiscal  year  1980  (October  1979-September  1980),  $116  billion  in  social  security  cash 
benefits  were  paid  compared  to  $101  billion  in  fiscal  year  1979.  Of  that  total,  retired 
workers  and  their  dependents  received  $74.5  billion,  disabled  workers  and  their  dependents 
received  $14.9  billion,  survivors  received  $25.6  billion,  and  special  age-72  beneficiaries 
received  $121  million.  In  addition,  lump-sum  death  payments  amounted  to  $381  million. 

Supplemental  Security  Income  Benefits  and  Beneficiaries 

In  1980,  SSI  payment  levels  (like  social  security  benefit  amounts)  were  automatically 
adjusted  to  reflect  a  14.3  percent  increase  in  the  CPI.  Thus,  beginning  in  July  1980, 
maximum  monthly  Federal  SSI  payment  levels  increased  from  $208.20  to  $238.00  for  an 
individual,  and  from  $312.30  to  $357.00  for  a  couple. 

During  fiscal  year  1980,  over  $7.5  billion  in  benefits  (consisting  of  $5.7  billion  in 
Federal  funds  and  $1.8  billion  in  federally-administered  State  supplements)  were  paid.  Of 
the  4.1  million  beneficiaries  on  the  rolls  during  September  1980,  1.8  million  were  aged,  and 
2.3  million  receiving  SSI  based  on  blindness  and  disability,  although  k00,000  of  them 
reached  age  65  after  they  began  to  get  payments.  During  September  1980,  total  payments 
of  $695  million  were  made.  The  total  payments  in  fiscal  year  1980  represent  an  increase  of 
about  $0.9  billion  over  fiscal  year  1979. 

Black  Lung  Benefits  and  Beneficiaries 

During  September  1980,  about  404,000  individuals  received  $83.8  million  in  black  lung 
benefits  which  were  administered  by  the  Social  Security  Administration.  These  benefits 
are  financed  from  general  revenues.  Of  these  individuals,  122,000  miners  and  their 
dependents  received  $45.1  million,  while  146,000  widows  and  their  dependents  received 
$38.7  million.  The  miners  and  widows  had  135,000  dependents.  During  fiscal  year  1980, 
SSA  administered  black  lung  payments  in  the  amount  of  $1.0  billion. 

Black  lung  benefits  increased  by  10.1  percent  in  November  1980  due  to  an  automatic 
general  benefit  increase  adjustment  under  the  law.  The  monthly  payment  to  a  coal  miner 
disabled  by  black  lung  disease  increased  to  $279.80  from  $254.00.  The  monthly  benefits  for 
a  miner  or  widow  with  one  dependent  is  $419.60,  and  with  two  dependents  is  $489.60.  The 
maximum  monthly  benefit  payable  when  there  are  three  or  more  dependents  is  $553.50. 
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Low-Income  Energy  Assistance 

Beginning  in  October,  1979,  SSA  was  given  Federal  administrative  responsibility 
for  a  program  of  low-income  energy  assistance.    The  purpose  of  the  program  was 
to  help  low-income  individuals  avoid  serious  health  and  financial  crises  by 
providing  them  assistance  to  meet  the  rapidly  rising  cost  of  home  energy,  part- 
icularly for  heating.    Congress  appropriated  $1.2  billion  for  the  program.  Of 
this  amount,  $400  million  was  paid  in  early  1980  as  a  special  one-time  energy 
allowance  to  about  3.9  million  SSI  recipients.     (These  were  all  December,  1979 
recipients  except  those  living  in  Medicaid  institutions.) 

Payments  varied  by  State  based  on  a  formula  contained  in  the  legislation,  and 
ranged  from  a  low  of  $  34  to  the  statutory  maximum  of  $250.    The  remaining 
$800  million  was  distributed  to  the  States  in  the  form  of  block  grants.  States 
had  flexibility  to  develop  their  own  programs  for  distributing  the  aid,  subject 
to  HHS  approval.     These  funds  were  available  to  supplement  the  payments  to  SSI 
recipients,  and  to  make  payments  to  persons  on  other  assistance  programs  or  with 
incomes  below  125  percent  of  the  poverty  level. 

Outreach 

Outreach  refers  to  SSA's  concerted  effort  to  establish  and  maintain  ongoing, 
two-way  relationships  with  individuals  and  organizations  inside  and  outside 
government  in  order  to  inform  them  about  social  security  as  they  inform  SSA 
about  their  interests.    Two  of  the  key  efforts  of  SSA's  overall  outreach  strategy 
were  the  outreach  symposia  project  and  the  implementation  of  the  executive  order 
on  consumer  affairs,  both  of  which  are  discussed  below. 

The  outreach  symposia  project  consisted  of  over  300  town  meetings  throughout 
the  country  during  the  period  January- June ,  1980,  sponsored  by  local  social 
security  offices.    These  meetings  followed  a  national  symposium,  ten  regional 
symposia,  and  a  symposium  in  Puerto  Rico  in  the  October-December,  1979  period. 
This  series  of  meetings  was  designed  to  help  strengthen  public  confidence  in 
the  viability  and  stability  of  social  security  through  enhanced  public  under- 
standing of  the  present  system  and  current  issues.     Over  16,000  persons,  includ- 
ing significant  representation  of  the  aged,  attended  these  meetings. 

On  September  26,  1979,  the  President  issued  Executive  Order  No.   12160,  "providing 
for  the  enhancement  and  coordinating  Federal  consumer  programs,"  the  purpose  of 
which  is  to  ensure  that  consumer  interest  is  integrated  into  the  decisionmaking 
processes  of  government.    Many  requirements  of  this  order  are  already  ongoing 
activities  of  SSA  through  such  functions  as:     Review  of  all  proposed  regulatory 
and  procedural  material  for  adverse  impact  on  the  public;  identification  of 
problems  in  existing  policy  and  practices  adversely  affecting  the  public;  link- 
ing interested  outside  groups  with  policy  makers  to  ensure  consideration  of  their 
views  before  policy  is  revised;  conducting  and  reviewing  the  current  process  for 
conducting  public  hearings  on  proposed  regulations;  production  of  informational 
materials  for  the  public  on  SSA-administered  programs;  and  the  systematic  hand- 
ling of  complaints.     SSA  published  its  draft  Consumer  Affairs  Plan  on  June  9,  198C 
setting  forth  the  initiatives  underway  and  planned  to  assure  full  implementation 
of  the  Executive  Order.    The  revised  plan  has  been  forwarded  to    HHS  for  review 
and  eventual  publication  in  the  Federal  Register.     In  the  meantime,  SSA  is  contim 
ing  to  broaden  its  contacts  with  the  public  and  is  moving  ahead  to  provide  the 
public  with  greater  access  to  SSA's  decisionmaking  process. 
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ALCOHOLISM 


Obligations 


1978  1575  155(3  1531  1552 

Actual  Actual  Actual  Estimate  Estimate 

Public  Health  Service: 


Health  Services 
Administration; 
Bureau  of  Medical 

Services   $8,373,352    $13,282,920     $6,428,044  $7,128,000  $7,841,000 


Alcohol,  Drug  Abuse, 
and  Mental  Health 
Administration : 


National  Institute  on 
Alcohol  Abuse  and 

Alcoholism   168,198,000    175,069,000    173,077,000  111, 692, 000  154,418,000 


TOTAL, 


$176,571,352  $188,351,920  $179,505,044 


$118,820,000  $162,259,000 
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Health  Services  Administration 
Bureau  of  Medical  Services 
Alcoholism 


The  Department  of  Health  and  Human  Services  has  a  legislative 
mandate  to  provide  direct  health  care  services  to  specified 
beneficiaries  under  the  provisions  of  the  Public  Health  Service 
Act  and  the  Dependents'  Medical  Care  Act.    This  responsibility  is 
discharged,  in  part,  through  the  Bureau  of  Medical  Services  (BMS) 
of  the  Health  Services  Administration  (HSA)  and,  within  the 
Bureau  through  the  Division  of  Federal  Employee  Occupational 
Health  (DFEOH).    The  DFEOH  contracts  with  Federal  agencies  to 
provide  limited  health  care  services  to  their  employees. 

The  Bureau  of  Medical  Services  provides  comprehensive  health 
care  services  to  American  seafarers,  active  duty  members  of  the 
U.S.  Coast  Guard,  members  of  the  National  Oceanic  and  Atmospheric 
Administration  (NCAA)  and  to  active  duty  Commissioned  Officers  of 
the  U.S.  Public  Health  Service  (USPHS) .    Services  may  also  be 
provided  to  retired  members  of  the  uniformed  services,  to 
dependents  of  active  duty  and  retired  members  of  the  uniformed 
services  under  the  authority  of  the  Dependent's  Medical  Care  Act, 
and  to  selected  community  residents. 

The  DFEOH  operates  156  clinics  in  Federal  installations 
across  the  country.     In  fiscal  year  1980,  the  DFEOH  served  an 
estimated  population  of  270,000  and  approximately  666,000  visits 
were  made  for  medical  reasons. 

Health  care  services  are  provided  by  the  BMS  through  9 
hospitals  (8  general  medical-surgical  and  1  specialty  nospital 
for  the  treatment  of  Hansen's  Disease),  27  freestanding 
outpatient  clinics,  and  approximately  300  contract  physicians  and 
hospitals  located  throughout  the  United  States.    This  major 
system  constitutes  a  nationwide  network  within  the  Department  for 
delivery  of  comprehensive  health  care  services,  for  training,  and 
for  research. 

Early  in  fiscal  year  1978,  the  then  Secretary,  Mr.  Califano, 
appointed  an  Ad  Hoc  Advisory  Committee  to  examine  the  8  general 
USPHS  hospitals  and  make  recommendations  regarding  the  future  use 
and  focus  of  these  hospitals.    The  report  of  the  Committee  was 
submitted  to  the  Secretary  on  August  31,  1978.    One  of  the  most 
significant  of  the  Ad  Hoc  Committee's  recommendations  was  that, 
while  continuing  their  commitment  to  serve  primary  beneficiaries 
(principally  American  seafarers) ,  consideration  should  be  given 
to  the  broadening  of  the  mission  of  the  hospitals  to  permit  a 
greater  concentration  on  the  delivery  of  primary  care  services  to 
the  medically  underserved. 

The  Ad  Hoc  Committee  also  recommended  that  the  BMS  should 
relate  closely  to  community  needs  and  the  planning  efforts  of 
local  Health  Systems  Agencies.     During  the  past  calendar  year, 
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the  8  general  medical  and  surgical  hospitals  worked  closely  with 
each  of  their  local  Health  Systems  Agencies'   in  the  development 
of  the  hospitals'  plan  so  that  the  resources  of  the  hospitals 
might  be  used  more  efficiently  in  responding  to  beneficiary  and 
community  needs. 

Most  of  the  USPHS  hospital  and  clinic  system  beneficiaries 
are  adults.    While  it  is  known  that  all  of  the  USPHS  hospitals 
and  outpatent  clinics  treat  persons  in  this  diagnostic  category, 
precise  data  regarding  the  services  associated  with  alcoholism 
rendered  on  an  outpatient  basis  cannot  be  obtained  at  this  time. 
There  were  35,106  discharges  from  USPHS  hospitals  in  fiscal  year 
1980.     In  2,120  instances  the  primary  discharge  diagnosis  was  a 
condition  associated  with  alcoholism  or  alcohol  abuse.     It  is 
estimated  that  approximately  31,882  patient  days  were  utilized  by 
this  group  in  fiscal  year  1980  at  a  cost  of  $6,428,044  based  on 
an  average  inpatient  day  cost  of  $202.     It  should  be  noted, 
however,  that  the  above  statistics  concern  only  patients  with  a 
primary  diagnosis  related  to  alcoholism.     If  all  patients  with 
problems  related  to  alcoholism  or  alcohol  abuse  were  to  be 
included  in  these  statistics,  it  is  estimated  that  the  figures 
quoted  would  more  than  double. 

All  of  the  general  medical  and  surgical  PHS  hospitals  now 
have  a  defined  program  to  reduce  alcoholism  and  alcohol  abuse. 
Headquarters  staff  of  the  BMS  is  working  with  PHS  facilities  to: 

o    Develop  strategies  for  the  BMS  regarding  services  to 
reduce  alcohol  abuse. 

o    Develop  a  specific  scope  of  services  available  in  or 
through  PHS  hospitals  and  clinics  to  reduce  alcohol 
abuse. 

o    Concentrate  technical  assistance  efforts  to  help  the  BMS 
Outpatient  Clinics  develop  and  implement  alcoholism 
programs. 

o    Develop  objectives,  workplans,  and  timetables  for 

headquarters  and  field  review,  monitoring  and  evaluation. 

Each  program  is  somewhat  different  because  it  was  developed 
to  the  needs  of  their  particular  patient  population  and  the 
resource  gaps  of  the  communities  in  which  they  are  situated. 

BALTIMORE,  MARYLAND 

—    Program  began  in  December  1976  with  24  beds  in  the 

Detoxification  Unit  (4  reserved  for  females) .  Eighty 
percent  of  the  patients  in  the  unit  are  from  the 
community.    Very  few  are  seafarers  because  Baltimore  is 
an  interim  port  and  rarely  a  point  of  departure  or 
voyage  destination  for  seafarers. 
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—  Both  day  and  evening  outpatient  clinic  services  are 
provided.     Evening  clinic  services  commenced  October  3, 
1980,  in  order  to  provide  better  access  to  working 
patients.    It  is  expected  that  outpatient  visits, 
therefore,  will  increase  significantly  in  FY  1981. 

During  FY  1980,  there  were  823  admissions  with  a  total 
of  5,444  patient  days  (about  1/5  of  all  admissions  to 
the  hospital) .    The  average  stay  is  7  days  although  some 
patients  may  stay  longer. 

—  Previous  problems  related  to  lack  of  reimbursement  by 
Blue  Cross  and  Blue  Shield  programs  for  the  treatment  of 
alcoholism  will  be  alleviated  as  of  January  1,  1981, 
when  these  programs  will  commence  some  payments  for  both 
inpatient  and  outpatient  alcoholism  services. 

—  There  is  a  definite  program  that  must  be  followed  by  all 
patients  while  in  the  hospital.    The  programs  are 
coordinated  by  counselors.    Follow-up  care  may  be  in  the 
outpatient  clinic  or  in  community  alcohol  programs. 

BOSTON,  MASSACHUSETTS 

Program  commenced  in  June  1980  and  was  developed  in 
close  collaboration  with  the  local  Health  Systems  Agency 
and  Alcoholics  Anonymous  (AA)  programs. 

During  FY  1980,  there  were  105  admissions  with  a  total 
of  1,276  patient  days.     Average  length  of  stay  was  12 
days. 

NASSAU  BAY,  TEXAS 

—  Program  started  in  1977.     Seventy-five  percent  of  the 
patients  are  American  seafarers,  the  target 
beneficiaries.     During  FY  1980,  there  were  130 
admissions  with  a  total  of  3,503  patient  days.  Average 
length  of  stay  was  27  days. 

—  Patients  usually  spend  3  to  5  days  in  the  Detoxification 
Unit  and  an  additional  3  to  6  weeks  in  a  Rehabilitation 
program. 

Alcoholics  Anonymous  meetings  are  held  twice  a  week  in 

the  hospital.     Individual  and  group  psychotherapy, 
recreational  and  physical  therapy,  and  field  trips  are 
included  in  the  program. 

—  After  4  weeks,  patients  are  placed  in  partial 
hospitalization  care  programs  where  they  live  close  to 
the  hospital,  look  for  employment,  and  participate  in 
the  hospital  program  for  reinforcement  of  treatment. 
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NEW  ORLEANS,  LOUISIANA 

—  Program  started  in  September  1978.    Ninety  percent  of 
the  patients  are  seafarers.    No  women  have  been  treated 
by  the  program  yet. 

—  During  FY  1980,  there  were  142  admissions  with  a  total 
of  4,219  patient  days.  The  average  length  of  stay  was 
30  days. 

—  Patients  go  into  Intensive  Care  Unit  (ICU)  or  medical 
ward  for  detoxification  and  later  into  the  Alcohol  Unit. 

Stay  is  from  4  to  8  weeks  or,  if  a  seafarer,  until 
considered  "Fit  for  Duty"  and  able  to  return  to  work. 

—  Group  and  individual  counseling,  transactional  analysis, 
psychodrama  and  assertive  training  programs  are  offered, 
in  which  families  may  be  involved.    AA  meetings  are  held 
twice  a  week  in  the  hospital  and  patients  also  go 
outside  the  hospital  to  AA  meetings  in  the  community. 

—  Outpatient  lectures  are  held  which  are  open  to  the 
community. 

—  Patients  stay  in  touch  with  the  hospital  counselor  after 
they  have  been  discharged. 

—  Eighty-nine  patients  were  admitted  to  the  program  during 
the  first  6  months. 

NORFOLK,  VIRGINIA 

Program  began  November  1977  with  a  14-bed  unit. 

During  FY  1980,  there  were  223  admissions  with  a  total 
of  4,865  patient  days.  The  average  length  of  stay  was 
22  days. 

—  Approximately  half  of  the  admissions  to  the  program  were 
American  seafarers. 

—  28-day  program:     3  to  5  days  spent  in  the  Detoxification 
Unit  and  the  remaining  time  in  a  rehabilitation  program 
which  consists  of  physical  therapy  (daily) ;  psychiatric 
counseling  (once  a  week) ;  AA  meetings;  and  nutrition 
programs. 

After  28  days,  patient  is  discharged  and  instructed  to 
return  twice  a  week  for  a  month.     Followup  is  then 
continued  for  a  year. 
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SAN  FRANCISCO,  CALIFORNIA 

—  Program  started  in  1970. 

—  During  FY  1980,  there  were  345  admissions  with  a  total 
of  10,325  patient  days.    The  average  length  of  stay  was 
30  days. 

Patient  load  is  predominantly  Urban  Indians  and  American 
seafarers. 

—  Well-rounded  program  of  detoxification  and 
rehabilitation  services  including  AA  meetings  on-site 
and  in  the  community. 

—  Between  10  and  20  beds  are  used  for  detoxification  as 
needed.    Patients,  are  referred  to  alcohol  program  from 
other  services  in  the  hospital. 

SEATTLE,  WASHINGTON 

This  city  is  rich  in  inpatient  alcoholism  treatment 
resources  so  the  PHS  hospital  has  concentrated  on  other 
aspects  of  the  program  for  the  treatment  of  its  patients  and 
education  of  its  staff.    Program  elements  include: 

—  Staff  in-service  education; 

—  Negotiated  labor  agreement  requiring  Employee  Alcoholism 
services; 

Increased  coordination  with  alcoholism  resources  in  the 
area; 

Meetings  with  beneficiaries  to  address  need  for  program; 

—  Initiation  of  an  ongoing  AA  group  at  the  PHS  hospital; 
and 

Surveys  of  extent  of  need  in  the  hospital. 
STATEN  ISLAND,  NEW  YORK 

—  Program  started  in  August  1978  and  has  treated  only 
males  so  far.     Eight  beds  are  available  for 
detoxification. 

—  During  FY  1980,  there  were  352  admissions  with  a  total 
of  2,250  patient  days.     Average  length  of  stay  was  6 
days. 

Fifty  percent  of  the  patients  are  American  seafarers. 
Many  are  referred  by  the  National  Maritime  Union  (NMU) 
NIAAA  Alcohol  Project. 
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—  Stay  is  7  days  in  the  Detoxification  Unit. 

Patient  is  examined  in  the  Emergency  Unit  and  must  be 
approved  by  Alcoholic  Unit  to  be  admitted. 

AA  meetings  are  held  every  evening  and  audio-visual 
programs  are  presented,  and  Transactional  Analysis 
sessions  are  held. 

—  Hospital  interns  spend  1  month  in  the  Alcohol  Unit  to 
obtain  training  in  the  treatment  of  alcoholism. 

All  USPHS  general  hospitals  now  have  services  for  either 
treatment  or  referral  of  patients  and  personnel  with  problems 
related  to  alcoholism  and  alcohol  abuse.     During  FY  1980,  several 
clinics  presented  "improvement  packages"  for  the  zero-based 
budgeting  process  which  proposed  alcoholism  programs  and  some 
clinics  have  begun  either  alcoholism  or  substance  abuse  programs. 
The  BMS  places  an  emphasis  on  such  programs  as  an  essential 
element  in  the  delivery  of  primary  health  care  services. 
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ALCOHOL,  DRUG  ABUSE ,  AND  MENTAL  HEALTH  ADMINISTRATION 
National  Institute  on  Alcohol  Abuse  and  Alcoholism 

"    '.  •  Alcoholism 

Although  alcoholism  has  always  been  seen  as  a  problem  for 
individuals,  alcoholism  has  not  always  been  viewed  as  a  national 
problem.    We  are  now  learning  that  alcoholism  (in  the  sense  of  a 
compulsion  to  take  alcohol,  as  well  as  a  variety  of  other  prob- 
lems associated  with  alcohol  consumption)  represents  a  tremen- 
dous burden  on  our  Nation.     In  June  1978,  the  Third  Special 
Report  to  the  U.S.  Congress  on  Alcohol  and  Health  was  released 
by  the  Secretary  of  HHS .     That  report  reviewed  current  infor- 
mation on  the  extensive  nature  of  alcohol  problems  and  stated: 

We  now  know  that  the  problems  are  far  more  extensive 
than  we  realized  at  the  time  of  the  First  Special 
Report .    We  currently  estimate  that  there  are  10 
million  problem  drinkers  (including  alcoholic  people) 
in  the  United  States,  and  each  of  them  directly 
affects  the  lives  of  many  others — family  members, 
coworkers,  employers,  friends,  innocent  bystanders — 
so  that  literally  tens  of  millions  of  Americans  face 
some  form  of  negative  consequences  due  to  alcohol 
misuse.     In  purely  economic  terms,  the  alcohol-related 
cost  to  our  society  in  1975  is  estimated  at  nearly 
$43  billion  in  lost  production,  medical  expenses, 
motor  vehicle  accidents,  violent  crime,  fire  losses, 
and  the  maintenance  of  social  mechanisms  to  deal 
with  the  problems — and  that  figure  covers  only  the 
losses  we  can  measure.     Alcoholism  shortens  life 
expectancy  by  an  estimated  10  to  15  years.     It  also 
contributes  significantly  to  such  serious  conditions 
as  heart  disease,  cancer,  and  diseases  of  the  liver. 
Patients  with  alcohol-related  problems  occupy  an 
unwarranted  proportion  of  the  Nation's  hospital  beds. 
Alcohol  may  be  involved  in  as  many  as  one-third  of 
all  suicides,  half  of  all  homicides,  half  of  all 
traffic  fatalities,  and  one-quarter  of  all  nontraffic 
accidental  deaths.     Furthermore,  alcohol  is  now 
suspected  to  be  a  major  factor  in  child  abuse  and 
marital  violence.     In  total,  more  than  200,000  pre- 
mature deaths  each  year  may  be  associated  with  alco- 
hol misuse  and  hundreds  of  thousands  more  people 
suffer  alcohol-related  illnesses  or  injuries. 
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BACKGROUND  OF  NX  AAA 

Growth  in  the  response  to  alcohol-related  problems  has 
paralleled  the  increase  in  knowledge  about  their  magnitude. 
Since  its  inception,  NIAAA  has  supported  the  understanding  of 
alcoholism  as  a  disease,  and  recognition  of  the  disabilities 
related  to  this  disease  has  provided  impetus  for  moving  alcohol- 
related  services  into  the  mainstream  of  health  and  social 
services. 

When  NIAAA  was  established  in  1971  by  the  Congress,  the 
general  public  did  not  acknowledge  alcoholism  as  a  serious 
national  problem.    Within  the  Federal  Government  there  was 
little  activity  and  outside  the  Government  the  problems  of  al- 
coholism generally  were  ignored  or  deliberately  concealed  by 
the  medical  community,  the  families  of  alcoholics,  and  others. 
The  needs  of  alcoholics  at  that  time  largely  were  recognized 
only  by  Alcoholics  Anonymous  and  the  National  Council  on  Alcohol 
ism. 

Six  years  later,  by  fiscal  year  1977,  alcoholism  was  widely 
recognized  as  a  major,  costly  health  problem.     It  was  acknowl- 
edged by  victims  and  the  general  public  alike  as  a  matter  deserv 
ing  prevention  efforts,  treatment,  and  research  rather  than 
ridicule  or  rejection,  and  alcoholism  treatment  had  progressed 
to  the  point  that  treatment  for  special  high-risk  populations, 
rather  than  quantity  of  resources  per  se,  became  a  paramount 
concern.     The  NIAAA  was  proceeding  with  orderly,  balanced,  and 
comprehensive  planning  and  implementation  of  programs  for  re- 
search, prevention,  treatment,  intervention,  and  resource  devel- 
opment . 

INTERAGENCY  COMMITTEE  ON  FEDERAL  ACTIVITIES 
FOR  ALCOHOL  ABUSE  AND  ALCOHOLISM 

The  Interagency  Committee  on  Federal  Activities  for  Alcohol 
Abuse  and  Alcoholism,  originally  established  in  February  1975, 
became  fully  operational  during  fiscal  year  1978,  holding  four 
meetings  that  year  as  required  by  law.     The  Committee's  func- 
tions are  to  evaluate  the  adequacy  and  technical  soundness  of 
all  Federal  programs  and  activities  related  to  alcohol  abuse  and 
alcoholism  and  to  provide  for  the  communication  and  exchange  of 
information  needed  to  maintain  the  coordination  and  effective- 
ness of  these  programs  and  activities.     The  Committee  also  works 
to  coordinate  efforts  to  deal  with  alcohol  abuse  and  alcoholism 
in  carrying  out  Federal  health,  welfare,  rehabilitation,  high- 
way safety,  law  enforcement,  and  economic  opportunity  laws.  In 
addition,  the  Committee  is  responsible  for  developing  reports 
and  recommendations  regarding  these  functions  on  an  ongoing 
basis. 
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The  Interagency  Committee  is  composed  of:    the  Secretary 
of  HHS  or  the  Director  of  the  National  Institute  on  Alcohol 
Abuse  and  Alcoholism,  as  Chairperson;  appropriate  scientific, 
medical,  or  technial  representatives  from  the  Departments  of 
Transportation,  Justice,  and  Defense,  from  the  Veterans 
Administration,  and  other  Federal  agencies  and  offices  that 
administer  programs  directly  affecting  alcohol  abuse  and  alco- 
holism; and  five  individuals  from  the  general  public  who,  by 
virtue  of  their  knowledge  or  experience,  are  particularly 
qualified  in  the  field  of  alcohol  abuse  and  alcoholism  tthese 
members  are  appointed  by  the  Secretary  of  HHS) . 

A  number  of  working  groups  within  the  Committee,  each 
with  a  specific  function  and  support  staff,  facilitates  the 
overall  functions  and  goals  of  the  Committee.     These  working 
groups  focus  on  Federal  Employee  Alcoholism  Programs,  treatment 
and  rehabilitation,  research,  manpower  and  training,  and  pre- 
vention, education,  and  information, 

During  the  period  covered  by  this  report  the  Interagency 
Committee : 

o    Aided  NIAAA  in  its  efforts  to  report  on  all  Federal 
programs  and  resources  related  to  alcohol  abuse  and 
alcoholism.     Data  collected  and  assimilated,  under 
contract  to  NIAAA,  were  used  to  assess  the  extent  of 
current  Federal  alcoholism  efforts  and  provide  the 
basis  for  NIAAA 's  annual  report  to  Congress  on  Federal 
alcoholism  program  efforts. 

o    Adopted  nine  recommendations  designed  to  improve 
Federal  Employee  Alcoholism  Programs.     The  first 
recommendation,  which  passed  unanimously,  was  the 
adoption  of  an  Executive  Order  to  implement  alcohol  and 
drug  abuse  programs  in  all  Federal  agencies. 

o    Developed  a  resolution  which  led  to  the  development  of 
a  contract  to  study  the  impact  of  commercial  alcoholic 
beverage  advertising  on  certain  markets,  particularly 
the  youth  market. 

o    Adopted  a  resolution  which  resulted  in  a  study  of 
Title  XX  funding  as  it  relates  to  alcohol  abuse  and 
alcoholism  treatment  programs. 

o    Adopted  a  resolution  regarding  the  implementation  of 
section  504  of  the  Rehabilitation  Act  of  1973,  as 
amended,  as  it  relates  to  alcoholic  persons  and  another 
resolution  regarding  Office  of  Personnel  Management 
implementation  of  Federal  Employee  Alcoholism  Programs. 
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CENTRALIZED  PEER  REVIEW 

Until  1967,  when  the  National  Institute  of  Mental  Health 
(NIMH)    (subsequently  one  of  the  three  institutes  in  ADAMHA) 
became  organizationally  separate  from  the  National  Institutes 
of  Health  (NIH) ,  NIMH  projects  were  subject  to  the  NIH  peer 
review  system,  which  was  based  on  the  principle  of  organiza- 
tional separation  of  the  review  function  from  the  program 
management  function.     After  that  NIMH  carried  out  peer  review 
within  the  particular  branches  and  divisions  concerned  with 
individual  programs.     NIAAA  and  the  National  Institute  on  Drug 
Abuse  (NIDA)  have  followed  this  pattern  since  their  establish- 
ment in  1971  and  1973,  respectively.     In  ADAMHA,  initial 
review  was  carried  out  in  30  sections  or  branches  in  10 
different  divisions  of  the  three  institutes. 

However,  several  important  reviews  of  ADAMHA  programs  led 
to  recommendations  for  separating  the  review  and  program 
management  functions  within  ADAMHA.     Such  action  was  recommend- 
ed by  the  President's  Biomedical  Research  Panel   (197  6)  and  the 
Research  Task  Panel  of  the  President's  Commission  on  Mental 
Health  (1978).     Both  groups  pointed  to  the  opportunity  for  an 
increased  obiectivity  through  isolation  of  the  review  orocess 
^rom  biases  that  may  result  from  having  the  same  staff  manage 
the  review  process  as  well  as  develop  programs  and  make  award 
decisions.     As  a  result  the  review  function  was  centralized  in 
a  new  office  in  each  of  the  three  ADAMHA  Institutes.     The  new 
offices  were  to  report  directly  to  the  Institute  Director  and 
to  be  responsible  for  the  entire  grant  application  and  contract 
proposal  review  process. 

In  June  1979  the  Office  of  Extramural  Policy  and  Project 
Review  (OEPPR)  was  established  within  NIAAA  to  provide  organi- 
zational separation  of  program  staff  and  review  staff.  The 
benefits  to  be  gained  from  the  new  office  are  that  it  will  (1) 
provide  improved  direction  and  monitoring  of  the  review  process 
and  ensure  quality,  objectivity,  and  accountability;    (2)  ensure 
consistent  implementation  of  review  procedures  within  NIAAA; 
(3)  provide  consistent  training  and  supervision  of  staff 
responsible  for  peer  review  functions;    (4)  facilitate  and  im- 
prove the  orientation  of  review  committee  members  as  to  their 
roles  and  responsibilities;    (5)  provide  guidance  and  monitoring 
to  ensure  that  no  conflict  of  interest  or  the  appearance  of 
conflict  of  interest  enters  into  the  review  process;    (6)  ensure 
consistent  advice  and  guidance  to  potential  applicants  concern- 
ing the  review  process;  and   (7)  ensure  more  consistent  appli- 
cation of  criteria  for  the  selection  of  members  of  the  initial 
review  committee. 
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RESEARCH 

The  research  effort  of  the  National  Institute  on  Alcohol 
Abuse  and  Alchoholism  is  designed  to  achieve  two  long-term  goals 
to  reduce  the  incidence  and  prevalence  of  alcohol  abuse  and 
alcoholism  and  to  reduce  the  morbidity  and  mortality  associated 
with  the  consumption  of  alcoholic  beverages.     To  these  ends, 
NIAAA  supports  basic  and  applied  research  in  the  social  and 
natural  sciences,  with  encouragement  to  address  the  problems 
associated  with  alcohol  consumption  from  a  variety  of  inter- 
disciplinary perspectives.     Research  is  conducted  both  within 
the  Institute  and  in  universities  and  research  institutions 
throughout  the  United  States. 

As  part  of  its  planning  for  the  development  of  a  national 
research  capacity,  a  report  was  developed  by  the  Institute  of 
Medicine  of  the  National  Academy  of  Sciences  at  the  request  of 
the  National  Institute  on  Alcohol  Abuse  and  Alcoholism.  This 
report  provided  an  extensive  scientific  review  of  the  alcohol 
field  for  the  purpose  of  identifying  more  specifically  those 
areas  which  seem  to  present  the  greatest  opportunities  for 
productive  and  useful  research.     The  report  concluded  that 
research  investment  in  alcoholism  "is  not  commensurate  with 
the  burden  of  illness  on  any  basis  of  comparison  one  chooses"; 
that  "it  is  not  commensurate  with  the  research  effort  mounted 
against  other  major  diseases;  and  that  significant  research 
opportunities  exist  in  biomedical,  psychosocial,  and  behavioral 
areas,  all  suggesting  strongly  that  an  enhanced  research  invest- 
ment may  have  practical  yields." 

SOCIAL  AND  PSYCHOLOGICAL  RESEARCH 

Descriptive  Studies 

Much  of  the  social  and  psychological  research  undertaken 
by  NIAAA  during  fiscal  year  1980  focused  on  descriptions  of  the 
conditions  of  drinking  in  the  general  population.     Several  new 
and  ongoing  research  projects  are  seeking  to  elucidate  the 
correlates  of  "normal"  consumption.     One  such  study  is  looking 
at  drinking  behaviors  within  residential  communities,  with 
particular  interest  in  the  relationships  between  spatial 
residential  patterns  and  physical  community  planning  and 
resulting  behavior.     Another  study  is  seeking  to  determine  the 
nature  of  drinking  in  bars  and  other  public  establishments. 

A  major  effort  has  been  the  completion  of  a  longitudinal 
study  of  the  social  and  psychological  factors  associated  with 
drinking  among  college  students.     Begun  nearly  in  years  ago, 
the  project  entailed  reinterviewing  a  national  sample  of  young 
adults,  approximately  25  years  after  their  initial  participa- 
tion as  respondents,  to  determine  changes  in  drinking  behavior 
and  attitudes.     The  study  also  attempted  to  account  for  changes 
in  society's  values,  mores,  and  norms  concerning  drinking, 
independent  of  the  respondents'  aging. 
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A  third  set  of  studies  concerned  with  description  of 
contexts  focuses  on  the  objective  and  subjective  occupational 
characteristics  associated  with  alcohol  consumption.  Data 
have  been  collected  on  a  representative  sample  of  full-time 
workers  in  Detroit,  and  analyses  will  focus  on  the  relation- 
ship between  work  activities  and  consumption  patterns . 

Behavioral  Research 

Behavioral  studies  have  investigated  a  number  of  areas. 
One  set  of  studies  has  been  concerned  with  training  alcoholics 
to  regulate  and  monitor  their  alcohol  consumption  by  using 
internal  cues  to  recognize  changes  in  levels  of  alcohol  in  the 
blood.     Another  set  of  studies  addresses  the  application  of 
self-control  strategies  to  alcohol  consumption.  Behavioral 
therapy  has  been  successful  in  helping  to  control  other  prob- 
lems such  as  excessive  eating  and  tobacco  smoking.  These 
particular  studies  are  investigating  the  benefits  of  employing 
the  social-learning  model  to  help  subjects  curb  alcohol  intake. 
In  particular,  investigations  into  self-control  processes  and 
expectancies  are  being  undertaken.     A  third  series  of  studies 
is  attempting  to  ascertain  the  relationship  between  alcohol 
consumption  and  anxiety  reduction,  aggressive  behavior,  and 
interpersonal  situational  factors. 

Other  behavioral  research  supported  by  NIAAA  has  been 
concerned  with  effects  of  alcohol  consumption  on  pregnancy 
outcome.     Studies  using  data  from  medical  records  are  being 
conducted  to  elucidate  the  relationship  between  alcohol 
consumption  during  pregnancy  and  developmental  variables  seen 
in  children  of  mothers  who  drink  varying  amounts  of  alcoholic 
beverages.     The  role  played  by  the  mother's  use  of  caffeine 
and  tobacco,  as  well  as  the  effects  of  the  mother's  age  and 
number  of  children,  are  also  being  examined. 

EPIDEMIOLOGIC  ACTIVITIES 

The  Alcohol  Epidemiologic  Data  System  (AEDS)  completed 
its  third  full  year  of  operation  in  June  1980,  a  year  marked 
by  major  new  efforts  in  research  and  analysis,  systems  develop- 
ment, and  data  acquisition.     With  the  end  of  this  year,  a 
transition  to  a  much  heavier  orientation  toward  analysis, 
research  support  services,  and  intensive  internal  application 
of  resources  to  secondary  and  primary  analyses  of  original 
data  has  begun,  a  transition  which  had  been  planned  and 
anticipated.     The  design  and  development  phase  of  the  system 
itself  was,  for  all  practical  purposes,  complete,  and  includes 
substantial  interactive  hardware  and  software  with  significant 
national  data  systems  useful  to  alcohol  epidemiology,  an  online 
accounting  system  supplemented  by  computer  graphics  capability 
for  tracking  and  managing  analysis  costs  and  status,  a  minimum 
data  set,  also  online,  which  allows  the  generation  of  statisti- 
cal reports  useful  in  the  surveillance  of  alcohol  use  and  abuse, 
and  the  development  of  a  comprehensive  user  guide  for  the  over- 
all system,  including  the  minimum  data  set  itself. 


270 


During  this  period,  data  necessary  for  the  production  of 
computer  generated  maps  were  abstracted  from  major  mortality 
data  provided  by  the  National  Center  for  Health  Statistics 
(NCHS) ,  and  county- level  cirrhosis  mortality  maps  were  produced. 
The  data  necessary  for  the  production  of  alcohol  problem 
indicator  maps  at  the  county  level  using  a  factor  analysis 
methodology  were  also  generated,  and  map  production  is  ongoing. 
The  indicators  subsume  both  direct  alcohol-related  data  as  well 
as  synthetically  derived  estimates  of  alcohol  use  and  abuse  at 
the  county  level,  and  include  estimates  based  on  apparent  con- 
sumption, fatal  traffic  accidents,  alcohol-related  crime, 
suicide  and  homicide,  and  alcohol-related  mortality-cirrhosis, 
alcoholic  psychosis,  alcohol  poisoning,  and  alcoholism. 

This  contract  year  witnessed  a  major  staff  and  resource 
investment  in  support  for  and  production  of  three  special 
analytic  reports  for  the  Director  of  NIAAA,  the  Office  of  the 
Administrator,  ADAMHA,  and  the  Office  of  the  Surgeon  General. 
The  first  of  these,  entitled  "Report  to  the  President  and  the 
Congress  on  Health  Hazards  Associated  with  Alcohol  and  Methods 
to  Inform  the  General  Public  of  these  Hazards"  is  an  exhaustive 
overview  of  the  role  of  beverage  alcohol  as  a  known,  probable, 
or  suspect  risk  factor  in  morbidity  and  mortality.     Data  from 
the  Health  and  Nutrition  Examination  Survey  (HANES  I) ,  the 
Hospital  Discharge  Survey  (HDS) ,  and  the  Health  Interview 
Survey  (HIS)  provided  the  primary  information  necessary  for  the 
generation  of  this  report.     These  surveys  are  all  conducted  by 
the _ National  Center  for  Health  Statistics,  and  have  at  various 
times  included  information  on  alcohol  consumption,  making  them 
appropriate  data  sets  for  the  assessment  of  direct  linkage 
between  the  use  of  alcohol  and  health  sequellae. 

The  second  report  represents  an  exhaustive  treatment  of 
the  epidemiology  of  alcohol,  prepared  as  a  briefing  document 
for  the  Surgeon  General.     The  report  includes  a  state-of-the- 
art  assessment  of  the  levels  of  incidence  and  prevalence  of 
alcoholism,  problem  drinking,  and  alcohol-associated  health  and 
social  problems  for  the  nation  as  a  whole.     It  expands  on  this 
theme  and  includes  summary  statistical  information  about  specif- 
ic population  subgroups  of  particular  interest  to  the  NIAAA,  and 
aligned  with  the  thrust  of  the  Departmental  initiatives  for 
alcoholism-women,  youth.    A  further  enhancement  is  the  develop- 
ment and  expansion  of  a  dynamic  model  of  the  alcohol  problem 
portrayed  in  terms  of  demographic  "stocks  and  flows."  Necessary 
data,  rates,  and  statistical  parameters  were  derived  from  a 
variety  of  national  surveys  of  alcohol  use,  including  those 
supported  by  NIAAA  in  the  development  of  this  model. 

The  AEDS  produced  a  chapter  on  the  epidemiology  of  alcohol- 
ism in  the  U.S.,  to  be  included  in  the  Fourth  Special  Report 
to  Congress  on  Alcohol  and  Health.     This  report  presents 
exhaustive  analysis  of  the  interrelationships  and  correlations 
between  apparent  or  "surrogate"  alcohol  consumption  and  actual 
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alcohol  consumption  as  determined  through  surveys  of  samples  of 
the  population,  an  expanded  assessment  of  trends  over  time  of 
alcohol-related  mortality,  demographic  profiles  of  the  alcohol- 
ic treatment  population,  and  a  summary  of  the  developmental 
work  underway  in  the  Laboratory  on  Epidemiology  and  Population 
Studies/AEDS  to  produce  useful,  valid,  and  reliable  surveillance 
indicators  which  will  allow  current  estimates  of  the  magnitude 
and  direction  of  the  alcohol  problem  in  this  country  to  be 
generated.     The  report  closes  with  specification  of  the  needs 
for  additional  research  and  analysis,  the  development  of  more 
appropriate  and  reliable  data,  and  an  outline  of  future  re- 
search directions  within  both  the  Laboratory  and  the  AEDS. 

The  AEDS,  in  collaboration  with  staff  of  the  Laboratory 
also  produced  papers  which  were  presented  at  the  National 
Council  on  Alcoholism  Annual  Meetings  in  May,  1980.  These 
papers  are  now  being  reviewed  for  publication  in  Currents  in 
Alcoholism,  and  will  appear  as  journal  articles  in  FY  1981. 

PHYSIOLOGICAL  AND  BIOCHEMICAL  RESEARCH 

NIAAA-supported  research  in  the  natural  sciences  focuses 
primarily  on  understanding  the  etiology  of  alcoholism  and 
alcohol-related  problems;  the  role  of  genetics;  the  fetal  alco- 
hol syndrome;  pathogenesis  of  cirrhosis;  the  development  and 
assessment  of  diagnostic  and  clinical  treatment  for  hepatitis, 
cirrhosis,  and  other  liver  and  gastrointestinal  diseases;  and 
neuropathologies  associated  with  alcohol  consumption.     To  this 
end,  the  following  research  projects  were  begun  or  continued 
during  fiscal  year  1980: 

Developmental  cell  biology 

o    Cellular  mapping  of  behavioral  traits 

Effects  of  alcohol  on  the  liver  and  intestine 


o    Effect  of  hepatitis  on  ethanol  metabolism 

o    Alcohol  and  collagen  metabolism 

o    Effects  of  alcohol  on  calcium  transport  by  the 

intestine,  in  particular  the  effects  of  impaired  absorp- 
tion of  calcium  with  administration  of  alcohol 


o    Effects  of  alcohol  on  choline  metabolism  and  on  serum 
amino  acids 

o    Effects  of  alcohol-induced  liver  disease  on  disposition 
and  elimination  of  analgesics  and  sedatives 

o    Mechanisms  of  thiamine  transport  in  the  normal  and 
diseased  intestine 
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o  Biochemistry  of  alcohol  metabolism 
Alcoholism  and  disease  of  the  muscles 

o    Elucidation  of  the  production  of  myocardial  injury  in 
chronic  alcoholism,  including  role  of  lipid  metabolism 

o    Role  of  phosphorus  and  intracellular  metabolites  in 
alcoholic  muscle  injury 

Neurobiological  correlates  of  chronic  alcohol  consumption 

o    Relationship  between  learning  impairment  and  chronic 
alcohol  consumption 

o    Establishment  of  alcohol  withdrawal  syndrome  in  rats 

o    Electroencephalographic  correlates  of  alcohol  consump- 
tion 

o    Role  of  alcohol  in  brain  neurotransmitters  and  neuro- 
pathology 

While  the  basic  research  supported  by  NIAAA  ultimately  is 
concerned  with  the  role  of  alcohol  consumption  in  humans,  the 
use  of  human  subjects  is  increasingly  difficult,  for  both  eth- 
ical and  experimental  reasons.     Therefore,  most  of  the  research 
conducted  during  fiscal  year  1980  has  used  animals,  primarily 
rats  and  mice.     It  is  hoped  that  these  animal  studies  will 
capture  the  kinds  of  information  necessary  to  transfer  knowledge 
to  the  biology  of  humans  as  well. 

ALCOHOL  RESEARCH  CENTERS 

In  addition  to  supporting  a  variety  of  investigator- 
initiated  research  grant  efforts,  NIAAA  has  supported  research 
centers  throughout  the  country.     The  role  of  these  centers  is  to 
concentrate  interest  in  alcohol  investigations  from  a  variety  of 
disciplinary  and  interdisciplinary  perspectives.     It  is  hoped 
that  with  focused  support  a  considerable  momentum  will  develop, 
not  only  to  encourage  the  continuation  of  ongoing  research  ef- 
forts, but  also  to  serve  as  a  magnet  to  attract  new  research 
talent  and  to  enhance  the  training  of  graduate  and  undergraduate 
students  in  research  on  alcohol. 

The  nine  centers  and  their  research  focuses  are: 

University  of  California,  Berkeley:  Social  epidemiology  of 
alcohol  problems 

The  Social  Research  Group  at  Berkeley  is  investigating  the 
nature  of  alcohol  consumption  in  a  variety  of  social  contexts. 
In  particular,  the  group  is  studying  the  community  networks, 
including  both  formal  agencies  and  informal  arrangements,  that 
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emerge  in  response  to  problems  of  alcohol.     This  study  is 
associated  with  a  World  Health  Organizational  effort  to  examine 
the  identification  and  treatment  of  alcohol  abuse  (and  its 
associated  problems)  in  a  cross-cultural  perspective. 

Other  activities  are  an  examination  of  the  history  of 
alcohol-control  policies,  a  study  of  the  social  structure  and 
political  economy  of  the  alcoholic  beverage  industry  since  the 
end  of  Prohibition,  and  a  large  project  concerned  with  the 
interrelationships  between  patterns  of  drinking  and  adverse 
health,  casualty,  and  social  consequences  of  alcohol  consumption. 
The  Social  Research  Group  is  also  actively  involved  with  the 
training  of  evaluative  researchers  and  persons  doing  research  on 
public  health  issues. 

Washington  University,  St.  Louis,  Missouri;  Neurobio- 
logical,  neurochemical,  and  genetic,  social,  and  psychological 
factors  related  to  alcoholism 

Specific  efforts  include  biochemical  investigations  of  the 
relationship  between  ethanol  and  lithium  on  inositol  metabolism, 
the  characteristics  of  cerebral  atrophy  in  chronically  alcoholic 
patients,  including  the  physiological  and  psychological  dysfunc- 
tioning  associated  with  cerebral  atrophy,  and  immunohistochemi- 
cal  investigations  of  the  proteins  in  the  nervous  system  and 
their  response  to  high  alcohol  consumption. 

Other  projects  include  a  10-year  followup  study  of  women 
admitted  to  psychiatric  hospitals  for  treatment  of  depression 
and  alcoholism  and  an  examination  of  the  genetic  and  social 
transmission  of  alcoholism  in  families. 

University  of  Colorado,  Boulder;  Pharmacogenetic 
approaches  to  the  neuropharmacology  of  alcohol 

A  variety  of  studies  is  being  conducted  to  elucidate  the 
neurochemical  and  neurophysiological  basis  for  behavioral 
responses  to  alcohol  in  mice.     Particular  research  efforts 
include  investigations  of  the  genetic  response  to  addictability 
of  ethanol,  behavioral  characterizations  of  ethanol  consumption, 
effects  of  chronic  alcohol  ingestion  on  brain  aldehyde  metab- 
olism, changes  in  neurotransmitter  receptors  as  a  consequence  of 
alcohol  administration,  and  the  effects  of  alcohol  on  neuronal 
and  non-neuronal  membranes. 

Rutgers,  The  State  University  of  New  Jersey,  New  Brunswick; 
The  etiology  of  alcoholism  (longitudinal  study)  ~" 

This  alcohol  research  center  is  conducting  a  replicated, 
cross-sectional,  multiple-cohort  longitudinal  study  to  ascertain 
the  sociocultural,  psychological,  and  clinical  characteristics 
of  a  statistically  representative  sample  of  New  Jersey  residents. 
Four  groups  of  respondents,  aged  22,  19,  16,  and  13  at  the  start 
of  the  study,  will  be  followed  for  a  number  of  years.     At  the 


274 


same  time,  new  respondents  will  be  introduced  into  the  study  in 
each  succeeding  year.     The  primary  research  goal  is  to  describe 
the  nature  of  drinking  behavior  from  psychological,  sociologi- 
cal, and  biochemical  perspectives  before  the  onset  of  diagnosed 
alcoholism  and  then  to  trace  patterns  that  may  predict  the  onset 
of  alcohol  problems. 

University  of  Connecticut,  Farmington:     Predictive  models 
of  treatment  outcome 

Studies  at  this  research  center  are  concerned  with  the 
development  of  typologies  of  alcoholism  and  the  design  of 
different  types  of  treatment  to  address  those  different  typol- 
ogies.    Specifically,  investigators  are  attempting  to  describe 
factors  that  will  predict  problems  related  to  alcohol  and  to 
design  treatments  based  on  those  predictors  so  as  to  make  treat- 
ment as  beneficial  as  possible. 

University  of  California,  Los  Angeles:  Effects  of  alcohol 
on  the  central  nervous  system 

At  this  center  the  acute  and  chronic  effects  of  alcohol, 
including  the  developmental  aspects  and  the  phenomenon  of  alco- 
hol withdrawal,  are  being  explored.     Investigators  also  are 
observing  the  peripheral  and  behavioral  consequences  of  alcohol 
on  the  central  nervous  system. 

Mount  Sinai  School  of  Medicine  of  the  City  University  of 
New  York,  New  York  City:     Pathological  and  toxic  effects  of 
alcohol 

This  center  is  continuing  to  explore  the  role  of  alcohol 
consumption  in  liver  disease  and  injury.     Major  findings  to 
date  suggest  that  adverse  effects  result  from  chronic  levels 
of  alcohol  ingestion  regardless  of  nutritional  levels  of  the 
diet.     Nonhuman  primates  are  continuing  to  be  used  to  ascertain 
the  pathophysiology  and  biochemistry  of  liver  disease. 

University  of  California,   Irvine:     Clinical  and  basic 
science  studies  of  effects  of  ethanol  on  the  central  nervous 
system 

Using  biochemical,  neurophysiological ,  and  clinical 
approaches,  investigators  at  this  center  are  studying  the  ef- 
fects of  ethanol  on  the  central  nervous  system.  Representative 
of  these  efforts  are  studies  of  the  effects  of  ethanol  on 
cerebral  protein  metabolism,  on  herpes  simplex  virus  infection, 
on  changes  in  RNA  transcripts  of  chromosomal  and  mitochondria 
DNA,  and  on  auditory  brainstem  potentials.     Clinical  research 
activities  include  studies  of  alcohol-induced  dysfunction  of 
the  central  nervous  system  among  male  chronic  alcoholics,  of  the 
detection  of  alcohol  abusers  by  biochemical  tests,  and  of  the 
role  of  alcohol  consumption  in  the  processing  and  recall  of 
information. 
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SaLk  Institute,  for  Biological  Studies,  San  Diego , 
California ;     Cellular  neurobiology  of  alcohol 

Specific  studies  at  this  center  include  investigations  of 
the  role  of  chronic  alcohol  consumption  on  the  pathogenesis  of 
fetal  alcohol  syndrome,  the  neurological  bases  for  tolerance 
and  dependence,  and  effects  of  alcohol  on  evoked  cortical 
potentials  and  behaviors  in  humans, 

DEVhLOPMZNT  OF  RESOURCES 

Insuring  a  supply  of  money,  knowledge,  and  people  to 
provide  prevention  and  treatment  services  has  been  a  major 
concern  of  NIAAA  since  its  inception. 

FINANCIAL  RESOURCES 

The  trend  in  health  care  financing  has  been  toward 
comprehensive  coverage  using  prepayment  or  insurance  mechanisms. 

-any  instances,  however,  the  concept  of  comprehensiveness 
has  not  carried  over  into  the  area  of  alcoholism. 

For  many  years  alcoholism  was  regarded  as  a  psychiatric 
disorder  manifested  by  excessive  drinking,  to  be  treated  by 
detoxification  and  an  admonition  to  Vc  and  sin  no  "'ore." 
Berir.r.ing  in  197C,   alcoholism  began  to  be  perceived  as  a 
-::.:=y:-:atric,  highly  treatable  disorder . 


With  the  advent  of  NIAAA,  many  treatment  and  rehabilita- 
tion programs  were  launched  to  meet  the  needs  of  people 
typically  ignored  by  traditional  health  care  delivery  systems. 
Alcoholism  Treatment  Centers  sprang  up  throughout  the  Nation. 
Mcs-  of  these  programs  were  based  on  the  seed-money  concept: 
Federal  funds  would  help  establish  programs  and  nurture  them 
through  their  most  difficult  and  expensive  formative  years. 
After  a  period,  it  was  anticipated,  these  programs  would 
demonstrate  their  viability  and  importance  and  would  be  able  to 
compete  for  the  health  care  dollars  available  from  third-party 
sources,  States  and  localities,  and  clients  themselves.  From 
this  concept  came  the  goal  of  "financial  self-sufficiency." 

Unfortunately,  these  expectations  were  not  fulfilled. 
Many  alcoholism  programs  floundered  financially  and  fell  short 
of  goals  of  self-sufficiency.     This  failure  was  attributable 
partly  to  poor  management  and  planning  by  grantees  and  their 
assumption  that  the  Federal  well  would  not  run  dry.     But  a 
significant  portion  of  the  deficit  resulted  from  factors  largely 
beyond  the  control  of  grantees. 

Many  alcoholism  programs  were  excluded  categorically  from 
participation  in  some  reimbursement  programs.     Whereas  most 
traditional  health  care  delivery  organizations  served  clients 
who  had  wide  access  to  traditional  payment  programs,  grantee 
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alcoholism  programs  served  many  disenfranchised  clients.  Few 
grantee  clients  had  employment-related  health  insurance.  The 
plans  of  those  who  did  have  insurance  frequently  did  not  cover 
alcoholism  treatment  beyond  detoxification.     Traditional  pay- 
ment plans  were  designed  for  the  express  purpose  of  paying  for 
traditional  medical  services.     By  definition,  the  grantee  pro- 
grams provided  non-traditional  services.    As  a  result,  their 
clients  were  often  excluded  from  reimbursement  by  major  insur- 
ance payors. 

Since  its  early  years,  NIAAA' s  position  has  been  that  while 
alcoholism  services  extend  beyond  the  traditional  concept  of 
health  care,  they  are  an  important  part  of  a  comprehensive 
health  care  system.    Moreover,  not  only  can  alcoholism  result 
in  disability  that  can  tax  the  service  capacity  of  the  health 
care  system;  it  is  generally  agreed  that  untreated  alcoholism 
places  even  greater  strains  on  the  system. 

Recognizing  the  need  for  greater  financial  access  to 
alcoholism  services  and  appreciating  the  problem  posed  by  making 
policy  while  lacking  adequate  information  on  the  impact  of 
various  approaches  on  utilization,  cost,  and  delivery  of  alco- 
holism services,  NIAAA  engaged  a  number  of  studies. 

Alcoholism  Funding  Study 

The  purpose  of  the  Alcoholism  Funding  Study,  sponsored  by 
the  Office  of  the  Secretary,  DHHS   (1978),  was  to  evaluate 
sources  of  funds  and  barriers  to  funding  Alcoholism  Treatment 
Programs.     The  study  focused  on  the  Special  Treatment  and 
Rehabilitation  Program  supported  by  special  project  grants 
from  NIAAA.     The  study  found  that  while  non-NIAAA  financial 
resources  are  available  in  all  States,  the  funding  of  any 
particular  NIAAA  special  project  by  a  non-NIAAA  source  is 
unpredictable.     Such  funding  is  determined  by  very  specific 
factors,  but  these  factors  may  not  have  the  same  effect  on 
similar  projects.     Some  of  these  factors  are:     Type  of  grantee 
agency  (e.g.,  hospital,  Community  Mental  Health  Center,  or 
public  agency) ;  quality  of  program;  level  of  integration  into 
treatment  network;  quality  of  project  director;  availability  of 
State  Alcoholism  Authority  resources;  and  State  policy.  The 
Alcoholism  Funding  Study  recommended  the  following  actions: 

1.  The  Federal  Government's  role  in  funding  alcoholism 
treatment  programs  should  be  reconsidered  in  view  of 
shifting  responsibilities  and  emerging  issues. 

2.  The  purpose  of  the  special  project  grants  should  be 
redefined. 

3.  NIAAA  should  develop  and  implement  a  policy  for  stable 
funding  of  special  projects. 
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4.  Special  projects  should  be  funded  in  the  context  of 
their  treatment  and  funding  environments,*  more  complete 
and  objective  information  on  applicants  for  Federal 
funds  should  be  obtained. 

5.  Projects  should  be  required  to  provide  more  complete 
and  accurate  information  on  their  program  and  finan- 
cial situation,  even  submitting  to  periodic  indepen- 
dent audits. 

6.  A  bell-shaped  rather  than  a  linear  funding  pattern 
should  be  considered,  to  avoid  return  of  unobligated 
funds  during  startup  and  to  increase  non-Federal  fund- 
ing responsibility  in  established  programs. 

7.  Modification  of  program  categories  should  be  consider- 
ed, to  define  more  clearly  and  consistently  the  type  of 
treatment  program  provided  and  clientele  served. 

3 .     The  value  of  independent  outreach  programs  should  be 
reexamined;  and  establishment  of  specialized  outreach 
programs  for  poverty  clientele  as  components  of  larger 
treatment  programs  should  be  considered. 

9.     Standards  of  performance  should  be  instituted,  and 
Federal  support  should  be  withdrawn  from  marginal 
performers  who  do  not  improve  with  technical  assistance. 

m 

Long-Term  Funding  Policy 

NIAAA  has  developed  a  long-term  funding  policy  in  order  to 
give  structure  to  our  operations  in  the  community  programs  ac- 
tivity.    The  long-term  funding  policy,  which  begins  in  FY  198  2, 
encompasses  the  following  basic  principles:     (1)  NIAAA-supported 
treatment  grants  may  receive  up  to  six  years  of  full  Federal 
support  as  required  by  the  project;    (2)  direct  Federal  support 
will  decline  from  the  6th  year  level  by  15  percent  each  year  for 
three  years  thereafter;  and  (3)  no  projects  will  be  supported 
beyond  nine  years.     Projects  which  have  received  more  than  6 
years  of  funding  through  FY  1981  will  be  funded  for  three  addi- 
tional years  but  direct  Federal  support  will  decline  by  15  per- 
cent each  year  for  three  years  beginning  in  FY  1982. 

There  are  only  two  exceptions  to  this  policy:     (1)  the  Al- 
cohol Services  Development  Programs   (ASDPs)  and   (2)  projects  that 
can  document  that  a  reduction  in  funding  will  result  in  termina- 
tion of  treatment  services  to  at  least  10  percent  of  the  clients 
being  currently  served.     The  latter  exemption  may  not  be  claimed 
by  projects  in  States  or  service  areas  covered  by  an  ASDP.  The 
first  exception  respects  the  management  responsibility  of  the 
ASDPs  once  projects  are  transferred  and  also  encourages  projects 
to  merge  with  these  entities,  a  move  which  we  believe  is  in  the 
interest  of  improved  management.     The  second  exception  balances 
the  concern  for  providing  treatment  services  with  encouragement 
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for  increased  participation  from  other  funding  sources.     The  re- 
duction should  be  waived  until  this  is  no  longer  the  case.  This 
will  be  closely  monitored  by  NIAAA  through  the  help  of  the  Na- 
tional Alcoholism  Program  Information  System  (NAPIS)  which 
reports  on  patients  served  by  each  NIAAA  funded  project. 

Through  this  policy  the  Institute  intends  to  provide  a 
stable  funding  environment  for  the  development  of  treatment  pro- 
jects at  the  State  and  community  level  while  increasing  reliance 
on  outside  sources  of  funding.     It  is  anticipated  that  this 
approach  will  provide  time  for  the  projects  to  develop  other 
areas  of  support  through  third-party  reimbursements,  private 
sources,  and  State  and/or  local  funding.     The  Institute  has 
underway  several  efforts  to  increase  third-party  payments  that 
will  promote  resources  in  this  area  within  3  years :  development 
and  expansion  of  health  insurance  coverage  for  alcoholism  treat- 
ment, a  cooperative  effort  with  the  Health  Care  Financing  Admin- 
istration (HCFA)  to  demonstrate  the  feasibility  and  effectiveness 
of  providing  alcoholism  treatment  services  in  the  Medicare  and 
Medicaid  programs  using  less  expensive  settings,  and  a  demonstra- 
tion program  with  Blue  Cross/Blue  Shield  services  within  Blue 
Cross  Plans. 

.    KCFA/NIAAA  COOPERATIVE  EFFORT 

Purpose :     To  demonstrate  the  feasibility  and  effectiveness 
of  providing  alcoholism  treatment  services  in  the  Medicare  and 
Medicaid  programs  using  less  expensive  settings   (i.e.,  free- 
standing residential,  outpatient  centers  and  halfway  houses) 
rather  than  traditional  covered  providers.     This  cooperative 
effort  also  has  as  one  of  its  major  objectives  demonstrating 
the  feasibility  and  effectiveness  of  utilizing  a  variety  of 
personnel   (i.e.,  alcoholism  counselors),  in  addition  to  physi- 
cians, in  the  treatment  of  alcoholism  within  the  Medicare  and 
Medicaid  programs.     The  four-year  demonstration  has  as  its 
specific  objectives: 

o    To  test  the  potential  value  of  providing  payment  for 
alcoholism  treatment  services  to  Medicare  beneficiaries 
and  Medicaid  recipients  in  free-standing  inpatient  and 
outpatient  centers  and  halfway  houses. 

o    To  evaluate  the  performance  of  nonphysician  personnel 
providing  alcoholism  treatment  in  the  above  settings. 

o    To  test  means  of  developing  the  awareness  and  involve- 
ment of  beneficiaries  and  recipients  in  alcoholism 
treatment  services. 

o    To  assess  the  cost  and  effectiveness  of  these  alcoholism 
treatment  services  as  compared  to  (1)  matched  site  and 
population  cohorts  not  in  the  demonstration  areas;  and 
(.2)  retrospective  data  and  three  related  studies. 
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o    To  establish  a  basis  for  legislative,  regulatory  and 
policy*  changes  that  will  result  in  the  most  effective 
alcoholism  treatment  for  Medicare  beneficiaries  and 
Medicaid  recipients* 

The  demonstration  will  fund  in  fiscal  year  1981  approxi- 
mately five  (5)  umbrella  grantees  who  will  represent  different 
geographical  areas.    These  umbrella  grantees  will  each  co- 
ordinate and  administer  a  network  of  up  to  18  treatment  pro- 
viders representing  settings  not  now  included  in  the  Medicare 
program  and  most  Medicaid  programs,  i.e.,  free-standing  in- 
patient and  outpatient  centers,  and  halfway  houses.    At  least 
one  of  the  five  geographical  sites  will  have  a  substantial 
American  Indian/Alaska  Native  population. 

Each  grantee  will  administer  a  uniform  benefit  structure 
for  reimbursement  for  Medicare  and  Medicaid  eligible  providers 
that  will  include  unlimited  episodes  for  alcohol  detoxification 
services,  up  to  30  days  per  calendar  year,  including  care  in  a 
halfway  house,  for  inpatient  alcoholism  treatment,  and  up  to 
45  visits  per  calendar  year  for  outpatient  alcoholism  treatment 
services. 

In  addition  to  individual  and  group  counseling,  a  specific 
array  of  alcohol-related  services,    (e.g.,  nursing  care,  physical 
therapy)  will  be  eligible  for  reimbursements.     Applicants  for 
the  program  may  include  a  State  Alcoholism  Authority,  a  State 
Medicaid  agency,  a  county  or  city  alcoholism  agency,  a  consor- 
tium of  providers,  a  State,  county  or  city  governmental  depart- 
ment, and  an  academic  and/or  research  institution  that  has 
experience  in  alcoholism  services  development  in  the  geograph- 
ical area  proposed  for  this  demonstration. 

Accomplishments  and  Current  Status; 

The  Health  Care  Financing  Administration  and  the  Public 
Health  Service  signed  a  memorandum  to  the  Secretary  of  HHS  on 
June  5,  1980  setting  forth  a  framework  for  developing  a  special 
solicitation  for  the  demonstration  program,  including  specific 
action  steps.     On  August  15,  1980,  HCFA  issued  a  special 
solicitation  which  announced  the  demonstration  program  to  State 
Alcoholism  Authorities,  State  Medicare  agencies,  alcoholism 
treatment  providers  and  other  interested  organizations.  In 
October  1980,  specific  guidelines  were  developed  and  distrib- 
uted as  part  of  application  kits,  which  were  requested  by 
approximately  1,000  agencies,  organizations  and  interested 
groups.     Technical  assistance  was  provided  by  both  HCFA  and 
NIAAA  to  applicants. 

The  application  deadline  is  January  15,  1981,  and  appli- 
cations will  be  reviewed  in  February  1981;  grant  awards  will  be 
made  in  April  1981.    A  separate  evaluation  contract  proposal  is 
being  developed  which  will  provide  an  independent  evaluation  of 
the  demonstration  program  in  fulfilling  the  objectives  of  this 


280 


project.     In  addition,  a  formal  Memorandum  of  Agreement  is 
currently  being  prepared  which  will  set  forth  the  transfer  of 
funds  to  HCFA  from  NIAAA  in  the  amount  of  up  to  approximately 
$1,000,000  per  year  from  FY  1981  through  1984  to  provide  for  the 
administrative  costs  of  the  program,  and  approximately  $350,000 
from  PES  evaluation  funds  to  cover  the  yearly  evaluation  costs. 

HEALTH  INSURANCE  COVERAGE  FOR  ALCOHOLISM  TREATMENT 

Background :     The  continued  increase  in  alcoholism  treatment 
service  depends  in  great  measure  on  the  availability  of  non- 
Federal  funding,  including  adequate  and  comprehensive  health 
insurance  coverage  for  alcoholism.     In  recognition  of  this 
factor,  the  National  Institute  on  Alcohol  Abuse  and  Alcoholism 
affords  the  highest  priority  to  the  development  and  expansion 
of  health  insurance  coverage  for  alcoholism  treatment.  NIAAA 
is  mandated  through  law,  regulation  and  policies  to  maximize 
the  use  of  third-party  payments,  including  health  insurance,  in 
the  development  of  quality  services  for  alcoholism  treatment. 
The  Institute  is  engaged  in  implementing  a  broad  Health  Insur- 
ance Initiative.     The  initiative  includes  the  following  program 
activities:     (1)  a  study  of  State-mandated  coverage  for  alco- 
holism and  development  of  a  model  law;    (2)  a  cost  simulation 
program  to  predict  cost  utilization  under  various  conditions; 
(3)  a  development  of  cost  and  utilization  studies;    (4)  a  sym- 
posium on  the  marketing  of  alcoholism  coverage;  and  (5)  the 
development  of  position  papers  on  alcoholism  treatment  coverage 
in  National  Health  Insurance.     The  Institute  is  also  engaged  in 
providing  Federal  leadership  in  the  stimulation  of  increased 
third-party  reimbursement  programs  for  alcoholism,  including 
the  elimination  of  barriers  that  preclude  full  use  of  such  pro- 
grams in  providing  access  to  care. 

In  addition  to  the  above  activities,  in  a  cooperative  pro- 
ject with  the  National  Institute  on  Drug  Abuse,  NIAAA  will  test 
the  feasibility  of  including  alcoholism  treatment  services  with- 
in Blue  Cross  Plans.     The  project  will  include  the  development 
of  administrative  and  support  materials  necessary  to  the  imple- 
mentation of  an  alcoholism  benefit.     There  will  also  be  continu- 
ation of  a  pilot  program  with  the  Group  Health  Association  of 
America  to  test  the  feasibility  of  including  alcoholism  treatment 
services  within  prepaid  practice  settings.     NIAAA  will  also  be 
working  with  the  Civilian  Health  and  Medical  Program  of  the 
United  States  (CHAMPUS)  to  collect  data  on  their  alcoholism  bene- 
fit experience  as  well  as  gathering  data  through  the  National 
Alcoholism  Program  Information  System  (NAPIS) ,  the  State  Alcohol- 
ism Profile  Information  System  (SAPIS)  and  National  Drug  and 
Alcoholism  Treatment  Utilization  Survey  (NDATUS) .     In  FY  1981  the 
proceedings  of  the  National  Working  Conference  on  Health  Coverage 
for  Alcoholism  Treatment,  held  in  October,  1980,  will  be 
disseminated  widely  throughout  the  insurance  industry,  State 
governments,  voluntary  agencies  and  Federal  personnel  as 
a  technical  assistance  document  to  stimulate  further  growth  and 
expansion  of  such  coverage.    An  evaluation  of  a  pilot  program 
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with  California  State  Employees  System  to  provide  health  insur- 
ance coverage  for  alcoholism  will  continue  with  data  being  made 
available  to  the  alcoholism  treatment  field.     The  Institute's 
health  insurance  resource  kit,  which  has  been  distributed  widely 
by  NIAAA  as  a  technical  assistance  document,  providing  resource 
material  to  groups  and  organizations  desiring  to  install  and/or 
develop  such  coverage,  continues  to  be  updated  and  will  be  ex- 
panded.    In  addition,  NIAAA  has  worked  cooperatively  with  the 
Aetna  Life  and  Casualty  Company  in  developing  an  analysis  of 
cost  and  utilization  experience  with  Federal  employees  receiving 
alcoholism  treatment  coverage  under  the  Aetna  Federal  employee 
program. 

HUMAN  RESOURCES:     DEVELOPMENT  AND  TRAINING 

NIAAA  Manpower  and  Training  policies  and  programs  in 
FY  1980  continued  to  emphasize  a  systematic  approach  to  health 
professions  education,  a  cooperative  relationship  with  the 
States,  and  the  needs  of  underserved  population  groups.  In 
addition,  the  Institute  has  placed  a  high  priority  on  the 
development  of  a  data  base  upon  which  manpower  policies  in  the 
future  may  evolve. 

NIAAA 's  current  manpower  policy  recognizes  the  importance 
of  targeting  Institute  efforts  to  particular  population  groups 
in  need  of  service,  as  well  as  to  the  support  of  the  Institute's 
overall  programming  efforts.     This  approach  is  one  of  leader- 
ship in  identifying  those  particular  areas  for  which  Federal 
support  and  development  is  crucial,  while  maintaining  for  the 
States  and  local  communities  those  roles  which  are  most  impor- 
tant to  them.     This  strategy,  especially  with  regard  to  develop- 
ment of  curriculum  materials  and  guides  for  curricula,  provides 
a  means  to  impact  upon  a  large  number  of  individuals  who  have 
been  denied  alcoholism  services.     Furthermore,  the  approach  on 
the  development  of  a  data  base  for  manpower  will  facilitate  the 
efforts,  of  the  Federal  government  and  the  States  in  developing 
meaningful  manpower  activities.     These  efforts  have  featured 
the  integration  of  work  with  other  Federal  agencies  and  Insti- 
tutes within  ADAMHA,  as  well  as  close  collaboration  and  relatio- 
nships with  State  and  local  governments. 

A  discussion  of  the  progress  in  major  NIAAA  Human  Resource 
Programs  follows. 

Credentialing  of  Alcoholism  Counselors 

In  its  final  report,  dated  March  1977,  the  ADAMHA/N I AAA 
Planning  Panel  on  Credentialing  Alcoholism  Counselors  recom- 
mended that  a  national  organization  for  credentialing  alcoholism 
counselors  be  established.     The  NIAAA  Advisory  Council  endorsed 
this  recommendation.     In  January  1978  representatives  of  the 
five  organizations  whose  Executive  Directors  had  comprised  the 
Panel   (National  Council  on  Alcoholism,  Alcohol  and  Drug  Problems 
Association  of  North  America,  Council  of  State  and  Territorial 
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Alcoholism  Authorities,  Association  of  Halfway  House  Alcoholism 
Programs  of  North  America,   Inc.,  and  National  Association  of 
Alcoholism  Counselors)  incorporated  the  National  Commission  on 
Credentialing  of  Alcoholism  Counselors   (NCCAC) .     In  accord  with 
the  Planning  Panel ^s  recommendation,  NIAAA  initiated  a  contract 
procedure  in  fiscal  year  1979  to  assist  in  the  development  of  a 
voluntary  system  for  credentialing  alcoholism  treatment  counsel- 
ors which  will  meet  acceptance  and  use  by  the  States.     A  con- 
tract was  awarded  in  198  0. 

Health  Professions  Education 

Since  FY  1978,  the  NIAAA  has  increased  its  efforts  to 
encourage  the  interest  and  commitment  of  the  major  health  pro- 
fessions in  the  needs  of  persons  evidencing  problems  associated 
with  the  use  of  alcohol.     Several  major  activities  and  projects 
have  been  supported  including  the  Career  Teacher  Program,  joint 
activities  with  the  Health  Resources  Administration  in  family 
medicine  and  occupational  medicine,  development  of  curriculum 
guides  for  health  educators,    (selected  medical  specialties, 
nurses,  physician  assistants,  nurse  practitioners  and  pharma- 
cologists) ,  and  grant  supported  training  programs  designed  to 
improve  the  quantity  and  quality  of  alcohol  service  providers. 

The  NIAAA  has  been  cognizant  of  the  important  role 
physicians  play  in  the  delivery  of  health  care,  including  spe- 
cific alcohol  services,  but  also  realizes  the  major  clinical 
responsibilities  of  other  health  professionals.     The  NIAAA  and 
the  National  Institute  on  Drug  Abuse   (NIDA)  provide  grant  sup- 
port., through  the  Career  Teacher  Program,  to  improve  the  alcohol 
and  drug  abuse  training  of  medical  students  and  others  trained 
by  schools  of  medicine,  public  health,  and  osteopathy.  Career 
Teachers  design  curricula  for  medical  and  other  students,  and 
provide  guidance  to  the  university  and  faculty  on  the  treatment, 
education,  prevention,  and  research  aspects  of  drug  and  alcohol 
abuse. 

To  date,   63  Schools  of  Medicine  and  one  School  of  Public 
Health  have  received  Career  Teacher  awards.     This  is  approxi- 
mately a  50  percent  participation  rate  by  Schools  of  Medicine. 
Although  staff  of  the  NIAAA  and  the  NIDA  collaborate  in  funding 
decisions,  awards  are  made  separately  by  each  Institute. 
Evaluation  information  indicates  a  significant  increase  in  the 
number  of  available  medical  school  curriculum  hours  in  alcohol 
and  drugs,  and  an  increased  interest  and  career  commitment  to 
the  field  by  the  funded  medical  educators. 

The  NIAAA  has  provided  consultation  and  technical  assis- 
tance to  a  Health  Resources  Administration  program  designed  to 
systematically  integrate  alcohol  information  into  the  curricu- 
la offerings  of  Departments  of  Family  Medicine.     In  addition, 
planning  for  the  development  of  alcohol-related  curriculum 
materials  in  occupational  medicine  continues. 
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A  Health  Professions  Education  Project  has  been  estab- 
lished to  develop  and  disseminate  curriculum  resource  materials 
to  health  professions  educators.     The  Health  Professions 
Education  project  has  established  a  computerized  data  base  of 
medical  education  curriculum  materials,  developed  a  "standard 
package"  of  resource  materials  for  widespread  dissemination  to 
medical  educators  and  is  producing  a  series  of  curriculum  guides 
for  several  health  professions. 

State  Manpower  Development  Program 

The  State  Manpower  Development  Program  is  designed  to  in- 
crease State  and  Territorial  capacity  to  plan  and  facilitate  the 
development  and  management  of  personnel  working  in  alcoholism 
programs , 

Purpose:     In  the  past,  Federal  and  State  programs  focused 
primarily  on  training.     It  was  assumed  that  the  major  goal  was 
to  increase  the  supply  of  qualified  personnel  providing  alco- 
holism services  through  support  of  training  programs.  While 
such  support  continues  to  be  an  important  function  of  NIAAA, 
the  State  Manpower  Development  Program  emphasizes  the  broader 
issues  of  manpower  analysis,  planning,  and  development  as  a 
means  of  linking  development  activities  to  the  requirements  of 
treatment  services  systems. 

Specifically,  the  NIAAA  State  Manpower  Development  Program 
provides  assistance  to  State  and  Territorial  Alcoholism 
Authorities  to  accomplish  the  following  objectives: 

o     Improve  the  overall  management  of  the  human  resources 
of  the  alcohol  service  delivery  system  in  each  State  by 
preparing  an  annual  human  resources  development  plan 
that  is  vitally  linked  to  services  issues. 

o    Increase  the  capacity  to  determine  the  overall  human 
resources  development  and  training  needs  of  the  treat- 
ment services  delivery  systems. 

Awards:     In  the  latter  part  of  fiscal  year  1979,  43  grant 
applications  from  the  States  for  support  of  State  Manpower 
Development  activities  were  recommended  for  approval.  This 
represented  a  financial  commitment  of  $1,286,000.     Six  new 
grants  were  awarded  in  FY  198  0  bringing  the  level  of  funding 
to  $1,499,000  for  49  grants;  a  level  that  will  be  maintained 
through  1982. 

Minority  Access  to  Research  Careers  (MARC) 

In  order  to  strengthen  minority  participation  in  research, 
the  National  Research  Scientists  Awards  program  was  modified  to 
include  a  special  Minority  Access  to  Research  Careers  (MARC) 
initiative.     The  goal  of  MARC  is  to  increase  participation  in 
the  areas  of  alcoholism,  drug  abuse  and  mental  health  on  the 
part  of  educational  institutions  with  a  substantial  minority 
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enrollment.     There  are  two  components  to  the  MARC  program: 
Honors  Undergraduate  and  Faculty  Fellowship.     Since  research 
interests  of  students  are  frequently  developed  during  their 
undergraduate  training,  the  MARC  program  contains  an  Honors 
Undergraduate  component  designed  to  train  highly  qualified 
undergraduate  students  during  their  third  and  fourth  years. 
The  other  component  of  the  MARC  program  involves  a  Faculty 
Fellowship  Award  which  is  designed  to  strengthen  the  capabil- 
ity of  minority  institutions  to  deliver  an  effective  Honors 
Undergraduate  effort  through  strengthening  the  research 
capability  of  the  faculty.     Faculty  members  who  receive  support 
through  the  MARC  program  are  encouraged  to  return  to  their  home 
institutions  following  completion  of  their  training.  The 
Institute  supported  grants  in  FY  1980  totalling  $17,883  and 
expects  to  increase  this  amount  to  $78,000  in  1982. 

Manpower  Data 

A  related  activity  has  been  NIAAA  participation  in  the 
National  Drug  and  Alcoholism  Treatment  Utilization  Survey 
(NDATUS) .     Data  from  this  survey  will  provide  information  on 
facilities  and  human  resources  not  otherwise  available  from  the 
public  and  private  sectors.     The  States  participate  in  the  col- 
lection of  those  data  and  will  use  them,  with  technical  assis- 
tance from  NIAAA,  in  the  development  of  their  manpower  programs 
National  level  analyses  of  the  manpower  data  focus  on  staffing 
variations  across  treatment  modalities  and  geographic  regions, 
and  on  issues  of  distribution  and  turnover  of  personnel. 

HUMAN  RESOURCES ;  EDUCATION 

National  Center  for  Alcohol  Education 

In  the  area  of  education  and  training,  a  key  NIAAA  initia- 
tive was  the  creation  in  May  197  3  of  the  National  Center  for 
Alcohol  Education   (NCAE) .     The  primary  mandate  of  NCAE  has  been 
to  develop  and  distribute  well-researched  and  thoroughly  tested 
training  and  education  materials  for  educators  and  trainers  in 
the  field  of  alcoholism. 

The  NIAAA  envisioned  the  NCAE  as  having  two  primary  goals: 
advancing  the  state-of-the-art  in  alcohol  education  and  train- 
ing and  providing  leadership  in  the  field.     It  was  anticipated 
that  NCAE  would:     emphasize  developmental  rather  than  delivery 
activities;  respond  to  existing  field  needs,  yet  anticipate 
future  needs;   capitalize  on,  rather  than  duplicate,  existing 
resources  and  capabilities;  and  offer  new  perspectives  on 
improving  alcohol  education  and  training  activities. 

To  fulfill  these  expectations,  NCAE  worked  to  increase  the 
availability,  accessibility,  quality,  and  demand  for  alcohol 
education  and  training,  to  increase  the  numbers  and  capabilitie 
of  alcohol  trainers  and  educators,  and  to  promote  the  adoption 
and  spread  of  sound  education  and  training  principles  and  ap- 
proaches. 
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For  operations  purposes,  NCAE  is  organized  into  three 
divisions,  each  responsible  for  specific  yet  interdependent 
activities: 

1.  Materials  Development  Division — Designs,  tests, 
revises,  and  prepares  materials  for  production. 

2.  Field  Services  Division — Coordinates  the  promotion, 
distribution,  and  use  of  NCAE  products  in  the  field  as 
well  as  the  information-gathering  and  field-liaison 
functions  that  support  all  NCAE  activities. 

3.  Evaluation  Division — Ensures  the  quality  performance 
of  NCAE  tasks  and  of  NCAE  as  a  whole.     This  division 
designs  and  monitors  NCAE's  various  performance  review 
systems,  develops  evaluation  instruments  and  data- 
processing  systems,  and  collects  and  analyzes  data 
gathered  during  the  pilot  tests  of  products  and  train- 
ing events.     Additionally,  in  support  of  NCAE's  efforts 
to  obtain  more  widespread  use  of  its  materials,  the 
Evaluation  Division  has  devised  and  continues  to 
monitor  a  tracking  system  that  informs  NIAAA  of  how 
NCAE  packages  are  received  in  the  field  and  how  well 
NCAE  marketing  and  utilization  plans  and  procedures  are 
functioning. 

NIAAA' s  regular  periodic  evaluations  of  NCAE  performance 
indicate  that  it  has  established  a  creditable  record  in  support 
of  the  goals  of  anticipating  and  responding  to  education  and 
training  needs  of  the  field. 

In  FY  1980,  special  emphasis  was  placed  upon  (1)  developing 
training  materials  which  enable  professionals  to  give  the  alco- 
holic person  early,  high-quality  attention,  especially  in  treat- 
ment programs  for  high-risk  populations,  and  (2)  encouraging  the 
utilization  of  these  programs  by  the  States  and  specific  Federal 
organizations. 

The  following  chart  reflects  the  number  of  orders  nation- 
wide for  NCAE  training  programs  during  FY  1980: 


Orders  for  Training  Programs 


Counseling  Alcoholic  Clients 


7,057 


The  Initial  Visit 


2,429 


Services  for  Alcoholic  Women 


2,273 


You,  Youth  &  Prevention 


1,925 


Using  Volunteers  in  Your  Agency 


1,636 


Planning  Alcohol  Services 


1,194 
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Training  Alcohol  Trainers 


1,162 


Community  Health  Nurse 


1,148 


Management  Skills 


1,145 


Trainer  Catalog 


381 


Total 


20,350 


During  FY  1980,  NCAE,  in  support  of  the  State  Manpower 
Development  Program,  trained  240  trainers  nominated  by  46  States. 
In  turn,  each  trainer  can  be  expected  to  train  approximately 
80  individuals  in  NCAE  courses  during  one  year  to  reach  a  total 
of  1,920  persons  trained  in  the  following  courses: 

Counseling  Alcoholic  Clients 
Counseling  from  a  Cultural  Perspective 
The  Initial  Visit 
Services  for  Alcoholic  Women 

The  NCAE  also  initiated  the  development  of  an  alcoholism 
workshop  for  primary  care  staff  in  the  Indian  Health  Services 
in  collaboration  with  Indian  Health  Service  (IHS)  Staff.  The 
workshop  emphasizes  alcoholism  as  a  major  public  health  prob- 
lem for  American  Indians  and  Native  Alaskans. 

In  addition,  NCAE  developed  a  program  in  group  skills  for 
alcoholism  counselors  which  addresses  the  particular  needs  of 
the  alcoholic  person,  including  collaboration  with  local 
Alcoholics  Anonymous   (AA)  programs.     This  program,  unique  to 
the  alcohol  field,  has  been  produced  and  is  disseminated  in 
combination  with  National  Drug  Abuse  Center   (NDAC)  programs  on 
Group  Facilitation. 


Volunteers  have  played,  and  are  playing,  special  roles  by 
providing  support  and  assistance  to  those  suffering  from  prob- 
lems of  alcohol  abuse  and  alcoholism.     Recovering  alcoholics, 
family  members,  and  other  concerned  individuals  often  have 
volunteered  their  help.     With  empathy  and  dedication  these 
individuals  have  contributed  greatly,  through  both  their  sup- 
port for  the  provision  of  services  and  their  performance  of 
tasks  essential  for  the  prevention  and  treatment  of  these  prob- 
lems . 

Volunteers  are  capacity-builders  in  the  sense  that  many 
programs  otherwise  would  be  unable  to  provide  all  the  necessary 
services;   they  provide  information  and  referrals,  maintain 
facilities,  and  perform  a  wide  variety  of  other  services,  many 
of  which  would  otherwise  require  costly  professional  assistance. 


VOLUNTEERS 
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Volunteer  Resource  Development  Program 

In  November  1977,  the  National  Institute  on  Alcohol  Abuse 
and  Alcoholism  (NIAAA)  announced  the  Volunteer  Resource  Develop- 
ment Program  (VRDP) .     Founded  on  knowledge  gained  from  previous 
experience,  the  program  was  designed  to  (1)  encourage  growth 
and  development  of  volunteer  activities  in  States;    C2)  document 
and  assess  the  impact  of  these  activities;  and  (3)  demonstrate 
improved  techniques  and  principles  that  enhance  the  contribution 
of  volunteers  in  the  delivery  of  alcohol-related  services . 
Initially,  the  program  was  limited  to  three  years  of  grant  sup- 
port but  preliminary  evaluation  findings  prompted  the  decision 
to  reissue  the  announcement  to  accept  new  and  competing  renewal 
proposals  for  an  additional  three  years  of  support.     The  amount 
of  each  new  grant  may  not  exceed  $50,000  per  year  for  the  first 
three  years.     Renewal  grantees  are  eligible  for  $50,000  in  the 
fourth  year,   $40,000  in  the  fifth  year,  and  $30,000  in  the  sixth 
year.     Programs  are  now  underway  in  28  States  and  plans  are  to 
expand  to  48  States  in  1982.     State  Alcoholism  Authorities  are 
involved  in  the  effort  and  in  many  cases  have  committed  addition- 
al State  funds  to  assist  in  carrying  out  specific  goals  and 
objectives. 

An  evaluation  contract  was  awarded  to  assess  the  impact  of 
the  overall  program  as  well  as  each  project  and  to  compare  the 
project  activities  and  results  with  their  stated  objectives. 
Findings  were  favorable.     In  addition,  the  contractor  developed 
a  model  tracking  system  to  be  used  by  funded  programs  and  similar 
projects  to  monitor  achievements  and  trace  progress.  Knowledge 
gained  from  ongoing  programs  will  continue  to  be  used  to  enhance 
the  development  of  similar  projects  in  other  States. 

Technical  Assistance  Contract 

In  recognition  of  the  need  to  help  funded  programs  and  ex- 
pand efforts,  a  contract  was  awarded  in  March  1979  to  provide 
technical  assistance  to  grantees  and  agencies  in  nqnfunded  states 
interested  in  developing  a  single  statewide  voluntary  service 
system.     The  contractor  has  been  successful  in  increasing  and 
enhancing  the  involvement  and  effectiveness  of  volunteer  re- 
sources and  efforts.     This  effort  was  reviewed  in  fiscal  year 
198  0, 

PREVENTION 

Since  its  inception  in  1970,  NIAAA  has  sponsored  and  sup- 
ported efforts  to  reduce  alcohol  abuse  and  alcohol-related 
problems.     NIAAA' s  approach  to  prevention  is  based  on  the  public 
health  model.     Alcohol-related  problems  are  seen  as  stemming 
from  the  interaction  of  three  factors:     host,  agent,  and  envi- 
ronment , 

o    The  host  is  the  individual  at  risk  of  having  alcohol- 
related  problems. 
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o    The  agent  is  the  alcohol — its  content,  distribution,  and 
availability. 

o    The  environment  is  the  setting  or  context  in  which 
drinking  occurs. 

In  the  past  NIAAA  preventive  efforts  have  concentrated 
primarily  on  the  host  and  the  environment.     Efforts  have  been 
directed  at  education  about  alcohol  and  its  effects,  and  alco- 
hol-related problems.     While  progress  has  been  made  in  informing 
and  educating  the  public  about  alcohol  and  its  related  problems, 
with  emphasis  on  the  individual  and  the  environment,  to  date 
little  attention  has  been  given  to  the  agent — alcohol  itself. 

Prevention  Functions .     NIAAA  sees  its  efforts  in  the  area  of 
prevention  as  involving  two  broad  functions :     development  of 
knowledge  and  transfer  of  technology.     The  former  involves  gath- 
ering information,  including  efforts  to  determine  which  preven- 
tion strategies  work  for  what  population,  while  the  latter  refers 
to  dissemination  of  knowledge  regarding  alcohol,  alcohol  prob- 
lems, and  prevention  activities. 

Funding  grants  and  contracts  is  one  way  NIAAA  seeks  to 
develop  knowledge.     Funds  have  supported  such  activities  as 
demonstration  grants,  projects  to  increase  public  awareness  of 
alcohol  problems,  and  development  of  prevention  efforts  at  State 
and  commmunity  levels.     In  addition,  NIAAA  funded  the  National 
Clearinghouse  for  Alcohol  Information  to  advance  dissemination 
of  knowledge. 

DEVELOPMENT  OF  KNOWLEDGE 

Demonstration  Grants 

NIAAA  has  funded  a  number  of  demonstration  projects  aimed 
at  reducing  the  consequences  of  alcohol  misuse.  Of  particular 
interest  have  been  the  low-cost  programs  based  on  replicable 
models  that  use  a  comprehensive  approach,  focusing  not  only  on 
the  drinker  or  potential  drinker  but  also  on  the  drinker's 
environment  (e.g.,  the  physical  environment,  the  social  milieu 
and  local  drinking  customs) . 

Several  of  the  demonstration  grants  that  continued  during 
fiscal  year  1980  were  directed  at  youth,  communities,  schools, 
minorities,  and  women.     The  projects  described  below  are 
representative  of  these  areas  of  special  interest.     The  first 
three  are  particularly  important  because  they  were  selected  as 
models  for  replication  (see  later  section  on  the  model  replica- 
tion project) . 

University  Education  Project.     The  University  of  Massachu- 
setts has  developed  a  project  to  foster  increased  individual  and 
collective  responsibility  for  alcohol  use  among  students  and 
their  families.     Among  the  techniques  used  to  accomplish  this 
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have  been  the  training  of  resident  hall  advisers,  educating 
peers,  and  running  radio  spots  and  print  ads. 

Project  to  Mobilize  Community.     This  project  involves  design- 
ing, implementing,  and  evaluating  a  program  to  mobilize  community 
support  for  an  in-school  effort.     The  training  of  parents,  teach- 
ers, students,  and  school  administrators  is  involved. 

K-12  Curriculum  Project.     Education  Service  District  121  in 
Seattle,  Washington,  has  developed  a  kindergarten- through-! 2th- 
grade   (K-12)  alcohol  education  curriculum  with  special  activities 
for  various  age  levels.     Training  and  instructional  manuals  for 
teachers  were  designed  and  tested. 

Mass  Media  and  Public  Education  Project.     This  project,  in 
San  Francisco,  California,  is  seeking  to  change  the  way  the  media 
portray  alcohol  and  drinking  by  gathering  data  on  how  alcohol  is 
portrayed  and  working  with  media  personnel  toward  change. 

Indian  Youth  Education  Project.     The  Institute  for  Scien- 
tific Analysis  is  supporting  the  efforts  of  the  California 
Coalition  of  Indian  Controlled  Education  to  make  Indian  youth 
aware  of  the  dangers  of  alcohol  abuse  and  to  develop  culturally 
relevant  materials  for  use  in  alcoholism-prevention  education. 

Program  in  Spanish-Speaking  Communities.     The  Spanish- 
speaking  population  m  two  counties  in  California  is  attempting 
to  use  mass  media  to  increase  community  awareness  and  change 
attitudes  toward  alcohol. 

Fetal  Alcohol  Syndrome  Project.     The  California  Women's 
Commission  has  attempted  to  reduce  the  occurrence  of  the  fetal 
alcohol  syndrome  by  a  public  education  campaign  in  Los  Angeles 
County.     Main  targets  have  been  women  of  childbearing  age,  fe- 
males about  to  enter  childbearing  age,  physicians,  and  other 
health  care  providers. 

Facility  for  the  Elderly.     Washington  Center  for  Addictions 
has  studied  practices  related  to  alcohol  use  in  a  sample  of  nur- 
sing homes  in  the  Boston  area,  for  the  purpose  of  increasing 
knowledge  about  elderly  persons  who  live  in  semiprotected  set- 
tings and  determining  ways  such  settings  can  be  changed  to  in- 
clude more  humane  policies  and  practices.     Information  on  how  to 
modify  policies  and  practices  will  be  provided  upon  completion  of 
this  project. 

Model  Replication  Project 

The  NIAAA  is  nearing  completion  of  a  project  to  field  test 
the  replicability  of  three  programs  for  prevention  of  alcohol 
abuse  among  youth  (the  university,  community,  and  K-12  programs 
described  at  the  beginning  of  the  previous  section).  ,     The  models 
were  selected  from  demonstration  programs  chosen  as  exemplary 
because  of  their  design,  the  quality  of  evaluation,  their  abil- 
ity to  document  significant  program  events,  and  their  potential 
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for  generalization.     Information  on  implementing  these  models 
will  be  disseminated  throughout  the  Nation. 

Replication  of  the  model  programs  is  helping  to  answer 
questions  about  what  works  in  preventing  alcohol  abuse  among 
youth — and  is  shaping  future  decisions  in  prevention  policy.  In 
addition,  the  project  has  a  long-term  goal  of  providing  an  ef- 
fective means  of  disseminating  alcoholism  prevention  and  treat- 
ment strategies  to  State  alcoholism  units.     Other  Federal  agen- 
cies providing  technical  assistance  to  States  and  communities 
also  may  benefit  from  this  model  of  information  transfer. 

Advertising  and  Marketing  Studies 

Two  studies  initiated  during  fiscal  year  1979  and  continu- 
ing in  1980  provide  examples  of  NIAAA's  efforts  to  understand 
the  health  and  social  consequences  of  alcohol  consumption  via 
the  public  health  model.     Both  focus  on  the  agent,  alcohol,  its 
distribution  and  availability — specifically,  on  the  advertising 
and  marketing  of  alcohol. 

Advertising.     Four  government  agencies — NIAAA,  Federal 
Trade  Commission  (FTC),  Bureau  of  Alcohol,  Tobacco,  and  Firearms 
(BATF) ,  and  Department  of  Transportation  (DOT) — all  as  members 
of  a  subcommittee  of  the  Interagency  Committee,  have  undertaken 
a  joint  study  of  the  impact  of  alcohol  advertising  on  attitudes 
and  perceptions  of  consumers,  particularly  young  people. 

Marketing.     NIAAA  is  funding  a  study  on  the  marketing  of 
alcoholic  beverages  that  will  cpmplement  the  advertising  study 
by  providing  a  broader,  more  comprehensive  view  of  the  sale  of 
alcohol.     The  long-range  goal  of  the  study  is  to  gain  an  under- 
standing of  how  marketeers  conceptualize  and  influence  the 
knowledge,  attitudes,  and  behavior  of  people  who  purchase  and 
consume  alcohol. 

TRANSFER  OF  TECHNOLOGY 

Alcohol  Information  Services 

Through  the  National  Clearinghouse  for  Alcohol  Information 
and  the  Rutgers  Center  of  Alcohol  Studies,  NIAAA  provides  a 
comprehensive  information  system  designed  to  collect  the  world- 
wide alcohol  literature  and  make  it  available  to  the  scientific 
community  and  the  general  public. 

Under  a  joint  arrangement,  both  the  Rutgers  Center  of  Alco- 
hol Studies  and  the  Clearinghouse  contribute  to  this  system. 
Rutgers  is  responsible  for  collecting  and  maintaining  the  scien- 
tific and  technical  literature.     The  Clearinghouse  is  responsib- 
le for  programmatic  information,  including  legislative  reports, 
grant  and  contract  information,  news  clippings,  and  conference 
announcements . 
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Clearinghouse  -  Principal  Products  and  Services 

NIAAA  Information  and  Feature  Service.     This  news  service 
provides  articles  on  alcohol-related  trends,  opinions,  and  pro- 
grams across  the  nation. 

Alcohol  Health  and  Research  World.     The  quarterly  magazine 
features  survey  articles,  program  reports,  interviews,  book 
reviews  and  report  exchanges . 

Responses  and  Referrals.  The  Clearinghouse  answers  indi- 
vidual letters  of  a  personal  or  technical  nature  and  makes  re- 
ferrals to  local  treatment  and  counseling  organizations.  Mere 
than  10,000  inquiries  are  received  each  month. 

Directories  of  Treatment  Resources.     These  State-by-State 
directories  list  all  identified  alcoholism  treatment  programs, 
including  data  on  type  of  program,  services,  admission  require- 
ments, and  accreditation. 

Selected  Translations  of  International  Alcoholism  Research. 
Foreign  language  articles  which  have  been  translated  in  support 
of  various  NIAAA  research  projects  are  made  available  to  re- 
searchers and  other  interested  persons. 

Current  Awareness  Service.     This  service  provides  profes- 
sion a Ti~l?TtirTeTio^Ic~lTotTfTcTtion  of  information  on  the  latest 
alcohol  literature.  • 

Rutgers  -  Principal  Products  and  Services 

Journal  of  Studies  on  Alcohol.     The  Journal  consists  of  six 
annual  Original  Articles  issues  containing  reports  and  reviews , 
and  six  annual  Current  Literature  issues  containing  subject- 
classified  references  to  alcohol  studies. 

Classified  Abstract  Archive  of  the  Alcohol  Literature 
(CAAAL) .     This  cumulative  abstract  archive  dates  back  to  1938 
and  includes  over  20,000  items  of  historical  interest. 

The  McCarthy  Memorial  Collection.     This  collection  contains 
the  full-text  copies  of  CAAAL. 

Connor  Alcohol  Research  Reference  Files.     This  reference 
collection  contains  interview  schedules  and  survey  forms  used  in 
research  on  drinking  and  alcoholism. 

Publications  Series.  Other  publications  include  an  Alcohol- 
ism Treatment  Series  and  a  variety  of  scholarly  monographs . 

Responses .     Answers  to  individual  requests  from  scholars 
and  scientists. 
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NIAAA  PUBLIC  EDUCATION  CAMPAIGN  AND  EVALUATION 

In  fiscal  year  198  0,  NIAAA  began  a  two-year  effort  to 
develop  and  evaluate  a  major  public  education  campaign  intended 
to  focus  national  attention  and  resources  on  the  problems  of 
alcohol  abuse  and  alcoholism.     The  campaign  is  designed  to 
address  NIAAA' s  long-term  goals  of  increasing  public  awareness 
of  alcohol  problems,  modifying  attitudes  regarding  alcohol  use, 
and  reducing  alcohol-related  problems. 

The  campaign  is  directed  at  two  principal  target  audiences : 
women  and  youth,  and  will  include  messages  on  the  fetal  alcohol 
syndrome,  alcohol  problems  among  women,  and  alcohol  problems 
among  youth,  including  drinking/driving. 

Campaign  Materials.  A  wide  range  of  campaign  materials  are 
being  developed,  including: 

o    Television  public  service  announcements; 

o    Radio  public  service  announcements;  and 

o    Print  materials,  including  posters;  pamphlets  for 

health  professionals;  information  kits  for  organizations 
involved  in  disseminating  campaign  materials,  kits; 
brochures;  magazine  articles;  editorials,  talk  show 
scripts;  radio  announcer  copy;  and  a  broadcaster  hand- 
book. 

State  Alcoholism  Authorities  and  national,  State  and  local 
organizations  serving  women  and  youth  will  participate  in  the 
development  of  all  campaign  materials. 

Campaign  Dissemination  Activities.     The  NIAAA  Public 
Education  Campaign  will  be  disseminated  through  a  two-part 
strategy.     First,  radio  and  television  public  service  announce- 
ments and  print  materials  will  be  disseminated  to  mass  media 
outlets  at  the  national,  regional  and  local  levels.  Second, 
national,  State  and  local  organizations  and  groups  serving  women 
and  youth  and  State  Alcoholism  Authorities  will  be  involved  in 
the  development  of  program,  activities  in  support  of  the  campaign. 
This  integrated  strategy  will  make  it  possible  to  supplement 
information  provided  to  target  audiences  through  the  mass  media 
with  personal  involvement  in  campaign-related  project  activities 
at  the  local  level.     NIAAA  believes  that  this  strategy  will 
increase  the  positive  impact  of  the  campaign  and  its  effective- 
ness in  addressing  the  alcohol-related  problems  of  women  and 
youth. 

Campaign  Evaluation.  The  evaluation  will  assess  the  level 
of  success  achieved  in  altering  attitudes  and  behaviors  regard- 
ing these  issues.     Perhaps  more  importantly,  the  evaluation  will 
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attempt  to  discover  the  factors  and  conditions  which  influence 
the  campaign's  effects.     Future  campaigns  then  can  be  planned 
with  a  better  knowledge  of  what  works  and  does  not  work. 

Evaluation  Components.  The  overall  evaluation  consists  of 
three  complementary  substudies  which  together  provide  a  compre- 
hensive evaluation  of  the  campaign. 

o    Documentation  of  the  Campaign.     The  first  step  in  as- 
sessing the  effects  of  the  campaign  is  determining  the 
degree  to  which  it  has  been  implemented.     This  will  be 
done  by  monitoring  TV  and  radio  public  service  announce- 
ments and  surveying  State  Alcoholism  Authorities  (SAAs) 
on  their  activities  regarding  distribution  of  campaign 
materials. 

o    Community  Activities  Survey.     A  major  campaign  goal  is 
to  involve  national,  State,  and  local  groups  in  the 
campaign.     This  component  of  the  evaluation  examines 
the  activities  of  these  groups  in  a  sample  of  communi- 
ties . 

o     Target  Audience  Survey.     The  focus  of  the  campaign  is 
change  in  alcohol  related  attitudes  and  behaviors  in  two 
primary  target  audiences:     women  and  youth.  These 
changes  will  be  measured  in  a  survey  of  a  national  prob- 
ability sample  of  people  in  these  audiences. 

Interagency  Coordination 

Efforts  to  prevent  and  reduce  alcohol-related  problems  are 
enhanced  by  NIAAA's  cooperation  and  collaboration  with  several 
Federal  agencies,   including  the  National  Institute  on  Drug  Abuse 
(NIDA) ,  the  Department  of  Education   (DED) ,  the  Bureau  of  Alcohol, 
Tobacco,  and  Firearms   (BATF) ,  and  the  Food  and  Drug  Administra- 
tion  (FDA) . 

The  Interagency  Committee  on  Federal  Activities  for  Alcohol 
Abuse  and  Alcoholism  (described  in  the  introduction  to  this 
Report) ,  is  chaired  by  the  Director  of  NIAAA.     This  Committee  is 
a  useful  mechanism  for  exchange  of  information  and  policy 
coordination.     Workgroups  have  been  formed  in  several  areas  of 
special  interest. 

The  Department  of  Education,  DOT,  and  NIDA  are  on  the  Pre- 
vention, Education,  and  Information  Workgroup,  which  serves  as 
a  forum  for  the  assessment  of  the  direction  and  focus  of  all 
supported  alcohol  prevention  programs . 

In  fiscal  year  1978  and  continuing  through  19_8Q  NIAAA 
joined  NIDA  in  an  effort  to  develop  and  pilot  test  a  National 
Prevention  Education  Resource  Network   (NPERNl ,     Jointly,  they 
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financed  a  contract  to  provide  States  with  prevention  evalua- 
tion information,  technical  assistance,  and  evaluation  capa- 
bility needed  to  assess  their  alcohol  and  drug  abuse  program. 

NIAAA  presently  is  involved  in  ongoing  collaborative 
efforts  with  the  Bureau  of  Alcohol,  Tobacco,  and  Firearms  and 
the  Food  and  Drug  Administration  regarding  dissemination  of 
information  on  the  fetal  alcohol  syndrome  and  related  issues. 

These  activities  outside  the  NIAAA  underscore  the  perva- 
siveness and  complexity  of  alcohol-related  problems  in  the 
society,  the  alcohol  beverage  industry,  corporations,  labor 
unions,  and  State  and  local  governments. 

OCCUPATIONAL  PROGRAMMING 

Title  II  of  Public  Law  91-616  mandates  that  the  Secretary 
of  Health  and  Human  Services,  acting  through  NIAAA,  assume 
responsibility  for  fostering  appropriate  alcohol  prevention, 
treatment,  and  rehabilitation  programs  and  services  for  employ- 
ees in  State  and  local  governments  and  in  private  industry, 

As  part  of  its  continuing  efforts  to  foster  such  programs, 
NIAAA  during  fiscal  year  198Q,  encouraged: 

o    Collection  and  refinement  of  data  concerning  the  cost 
benefits  of  occupational  alcoholism  programs; 

o    Promotion  of  research  examining  key  issues  in 
occupational  program  development  and  marketing; 

o    Demonstration  of  a  variety  of  approaches  for  identifi- 
cation and  referral  of  women,  minorities,  executives, 
and  professional  groups; 

o    Efforts  to  promote  the  profession  of  occupational 
consultants  and  programmers; 

o    Development  of  a  national  resource  network  to  assist 
organizations  involved  in  program  development;  and 

o    Participation  of  unions  in  the  development  and  imple- 
mentation of  occupational  alcoholism  programs. 

Through  efforts  of  NIAAA  and  the  occupational  community, 
the  estimated  number  of  programs  has  jumped  from  300  in  1972  to 
more  than  5,000,  covering  12.5  million  American  workers. 
Organizations  such  as  the  Association  of  Labor-Management 
Administrators  and  Consultants  on  Alcoholism  (ALMACA)  have  grown 
into  recognized  professional  associations  representing  State, 
private,  and  labor  consultants,  program  administrators,  local 
program  coordinators,  and  treatment  outreach  workers. 
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Several  NIAAA-funded  occupational  alcoholism  projects  are 
now  expanding  their  services  nationally.     The  International 
Longshoremen's  Association  and  the  National  Maritime  Union  pro- 
gram, piloted  in  New  York  City,  are  being  implemented  in  the 
Atlantic  and  Gulf  ports.     Ultimately  services  will  be  available 
to  all  members  of  these  organizations.     A  grant  to  the  Airline 
Pilots  Association  to  create  and  implement  a  peer-intervention 
approach  to  alcoholic  airline  pilots  was  first  funded  in  1974. 
This  union-based  project  was  so  successful  that  its  original 
goals  were  expanded,  and  now  all  major  U.S.  commercial  air 
carriers  are  affected  by  the  project.     To  date  more  than  500 
airline  pilots  have  been  identified,  treated,  and  returned  to 
the  cockpit  under  the  joint  sponsorship  of  airline  management, 
the  Airline  Pilots  Association,  and  the  Federal  Aviation 
Administration.     A  similar  program  has  recently  been  initiated 
with  the  Association  of  Flight  Attendants. 

Efforts  also  have  been  made  to  develop  new  resources. 
NIAAA  has  been  working  with  the  National  Center  for  Alcohol  Edu- 
cation to  develop  training  materials  for  personnel  in  the  field 
of  occupational  programming.     These  materials  will  be  distrib- 
uted through  a  nationwide  network  of  occupational  programmers. 
In  addition,  the  National  Clearinghouse  for  Alcohol  Information 
is  working  to  provide  materials  responsible  to  varied  requests 
from  the  occupational  community,  such  as  a  brochure  describing 
successful  efforts  to  reach  non-supervised,   isolated,  or 
executive  level  employees  and  union  members. 

m 

PUBLIC  HEALTH  SERVICE  EMPLOYEE  ASSISTANCE  PROGRAM 

Since  1974  NIAAA  has  provided  leadership  within  the  Public 
Health  Service   (PHS)   in  the  development  of  the  Public  Health 
Employee  Assistance  Program   (PHEAP) .     This  program,  initiated 
as  a  result  of  Federal  legislation  mandating  alcoholism  and  drug 
abuse  programs  for  Federal  civilian  employees,  assists  any  PHS 
employee  whose  job  performance  is  impaired  by  a  medical  or 
behavioral  problem. 

o    During  fiscal  year  1980,   945  employees  were  referred  to 
the  PHS  agency  programs.     NIAAA  sponsored,  bimonthly 
meetings  of  agency  PHEAP  administrators  to  provide  an 
opportunity  for  sharing  approaches  to. problems  and  new 
information. 

o     In  fiscal  year  1980,  NIAAA  provided  extensive  technical 
assistance  to  the  Deputy  Surgeon  General  in  the  reorga- 
nization and  centralization  of  PHEAP  within  the  head- 
quarters office  of  the  PHS  agencies  to  provide  better 
managed  and  more  highly  professional  services.  NIAAA 
has  ex  officio  membership  on  the  PHEAP  Advisory  Group 
newly  established  by  the  Assistant  Secretary  for  Health 
and  Surgeon  General. 
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o    With  the  implementation  of  the  Department's  Employee 
Counseling  Services  during  fiscal  year  1980,  NIAAA  has 
provided  consultation  to  that  program's  director  and 
staff.     In  fiscal  year  1981  that  consultation  will 
continue  especially  in  the  areas  of  developing  policy, 
record  systems  and  program  evaluation. 

FEDERAL  EMPLOYEE  ALCOHOLISM  PROGRAMS 

The  NIAAA  continues  to  cooperate  with  the  Office  of 
Personnel  Management   (OPM)   in  fostering  the  development  of  em- 
ployee alcoholism  programs  for  Federal  civilian  employees  and 
members  of  the  armed  forces.     The  Occupational  Programs  Branch 
of  NIAAA  has  provided  technical  leadership  to  the  Federal  Inter- 
agency Committee  in  the  areas  of  program  development,  training, 
and  evaluation  in  furtherance  of  this  cooperative  relationship. 

o     In  FY  198  0,  the  Interagency  Committee,  National 

Advisory  Council,  and  other  constituency  groups  mounted 
a  promotional  campaign  to  obtain  Blue  Cross  coverage 
for  treatment  of  alcoholism  among  Federal  employees. 
This  coverage  was  obtained  in  late  September. 

o     In  FY  1981,  an  interagency  agreement  was  obtained  to 
conduct  research  in  the  areas  of  cost-effectiveness, 
program  utilization,  and  outcome  measures  of  Federal 
employee  programs  within  approximately  12  Federal 
installations.     NIAAA,  OPM  and  the  Department  of 
Defense  will  cooperatively  fund  the  study. 

INNOVATIVE  RESEARCH  AND  DEMONSTRATION  PROJECTS 

At  the  request  of  many  segments  of  the  occupational 
constituency,  NIAAA  has  conducted  technical  assistance  workshops 
around  the  country  to  inform  the  public  about  the  Department's 
priorities  and  to  stimulate  development  of  innovative  research 
and  demonstration  projects.     At  the  request  of  workshop  partici- 
pants NIAAA  subsequently  participated  in  the  development  of  a 
number  of  innovative  projects  that  stress  demonstration  and  data 
gathering.     The.  following  programs  are  representative: 

Association  of  Flight  Attendants.     The  Association  of 
Flight  Attendants,  is  a  23 , 000-member  labor  organization;  90  per- 
cent of  its  members  are  female.     The  project  uses  a  peer-inter- 
vention model  for  reaching  alcoholic  flight  attendants  (and 
family  members)   similar  to  that  used  in  the  Airline  Pilots  Asso- 
ciation program.     Through  training  of  Master  and  Local  Executive 
Council  members,  selected  flight  attendants  will  be  taught  how 
to  conduct  motivational  interviews  with  members  identified  as 
having  alcohol-related  problems  and  how  to  get  these  members 
into  treatment.     The  project  also  will  promote  program  adoption 
by  airline  management  and  conduct  an  extensive  evaluation  of  the 
benefits  of  the  program. 
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International  Ladies  Garment  Workers  Union.     Utilizing  the' 
existing  Social  Service  Program  network  which  encompasses  nine- 
teen service  sites,  the  grantee  proposes  an  Occupational  Alco- 
holism Project  designed  to  provide  rehabilitative  and  preventive 
services  to  one  hundred  thousand  International  Ladies  Garment 
Workers  Union  members  and  families.     Through  orientations,  edu- 
cation and  training  of  members  an  identification  and  referral 
network  will  be  established.     The  union  has  a  long  history  of 
providing  health  and  social  services  to  its  members  and  a  large 
retiree  population,     The  evaluation  will  address  effects  and 
impact  of  training  and  education  on  program  utilization,  reha- 
bilitation outcomes  on  drinking  behavior  and  job  related  behav- 
iors, and  differences  and  similarities  in  terms  of  demographic 
data. 

New  jersey  State  Police.     The  New  Jersey  Division  of  State 
Police  proposes  to  establish  a  broad  brush  employee  assistance 
program  directed  toward  all  members,  their  spouses  and  children. 
The  applicant  will  establish  a  minimum  of  twenty-four  components 
in  a  comprehensive,  State-wide  care  giving  network  which  repre- 
sents a  continuum  of  services  that  ranges  from  information  and 
referral  through  inpatient-outpatient  treatment,  to  aftercare 
and  followup.     Education  and  training  will  be  provided  to  Troop 
Commanders,   Division  staff,   Station  Commanders,   elected  offi- 
cials,  sworn  personnel,   State  Policy  Training  Center  staff  and 
recruits.     Assessment  and  referral  services  will  be  conducted  by 
project  staff  in  three  sites. 

Program  for  the  Alcohol  Impaired  Professional.     This  pro- 
ject will  perform  applied  research  among  unique  settings  in  the 
occupational  field.     It  will  be  conducted  in  two  phases: 

Phase  I:     A  random  survey  of  the  members  of  twelve  national 
professional  association,   e.g.,  American  Medical  Association, 
American  Bar  Association,  American  Dental  Association,  will  be 
conducted  to  determine  prevalence  of  alcohol  abuse  and  alcohol- 
related  problems  among  the  members  and  to  what  extent  the  par- 
ticular association  is  handling  such  problems. 

Phase  II:  Based  on  information  obtained  in  Phase  I,  the 
project  will  develop  and  implement  a  variety  of  employee  assis- 
tance program  models  among  the  twelve  national  organizations  1 
counterparts  in  the  State  of  Michigan.  Evaluation  will  be  done 
on  these  programs  and  the  data  from  the  original  survey  as  well 
as  the  evaluation  of  the  State  programs  will  be  shared  with  all 
interested  national  organizations. 

To  date  nine  of  the  twelve  national  associations  and  eleven 
of  the  twelve  Michigan  State  associations  have  agreed  to  par- 
ticipate in  the  project. 

As  consultants  to  the  project,  well-known  researchers  have 
been  engaged  to  work  in  instrument  design  and  data  analysis. 
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The  project  has  a  high  potential  for  producing  information 
not  now  available  concerning  the  problems  of  professional  peo- 
ple and  effective  programs  to  assist  them.     The  methodology 
appears  sound  and  with  present  agreement  of  the  national  associ- 
ations to  cooperate,  an  opportunity  for  the  occupational  field 
to  gain  significantly  is  at  hand. 

Occupational  Women's  Alcoholism  Demonstration  Project.  In 
1978,  NIAAA  funded  a  demonstration  effort  for  employed  women  to 
be  conducted  under  the  contracting  mechanism.     Three  contracts 
have  been  awarded;  the  sum  of  their  individual  efforts  comprises 
the  national  scope  of  the  demonstration. 

The  project  is  designed  in  three  phases.     Phase  I  consists 
of  research  concerning  the  prevalence  of  alcoholism  among  female 
employees,  barriers  to  their  identification  and  referral,  and 
factors  contributing  to  effective  treatment  for  this  group. 
During  Phase  II  this  information  will  be  used  to  plan  and  imple- 
ment special  program  components  designed  to  reach  and  refer 
employed  female  alcoholics.     All  project  activities  will  be 
evaluated  during  Phase  III. 

The  contract  is  currently  nearing  the  end  of  Phase  IT.  The 
efforts  described  above  are  being  conducted  in  Federal,  State, 
and  local  government  agencies,  private  manufacturing  firms, 
banking  and  education  institutions,  and  not-for-profit  organiza- 
tions. 

EVALUATION  OF  OCCUPATIONAL  ALCOHOLISM  PROGRAMS 

Occupational  Program  projects  supported  by  NIAAA  grants 
have  been  reporting  through  the  National  Alcoholism  Program 
Information  System  (NAPIS) .     However,  the  treatment-based  moni- 
toring and  evaluation  process  incorporated  in  the  NAPIS  design 
cannot  capture  the  diversity  of  objectives  and  procedures  of 
these  programs.     Therefore,  in  fiscal  year  197  8  a  study  was 
completed  on  the  nature  and  extent  of  Occupational  Program 
activities  and  a  classification  scheme  based  on  those  activities 
was  developed. 

Four  functional  program  types  were  identified;  for  evalu- 
ation purposes,  these  have  been  collapsed  into  the  following 
three  models: 

o    Consultation-Only  Model;     Programs  that  provide  informa- 
tion and  technical  assistance  that  support  the  estab- 
lishment and  maintenance  of  effective  employee  assis- 
tance programs, 

o    Assessment/Referral  Model:     Programs  that  verify  the 
existence  of  general  problems,  typically  refer  out  all 
cases  to  treatment  (except  when  crisis  intervention  is 
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required  or  referral  is  impossible) ,  and  maintain 
contact  with  treatment  programs  to  which  clients  have 
been  referred. 

o    Diagnostic/Treatment  Model ;     Programs  that  determine  the 
specific  nature  of  problems,  treat  clients  on  an  inpa- 
tient or  outpatient  basis,  and  provide  additional  coun- 
seling or  other  client  services  to  maintain  gains  made 
in  treatment. 

The  contractor  was  also  required  to  develop  criteria  for 
evaluating  Occupational  Programs  and  to  pilot  test  those 
criteria. 

Work  in  this  area  has  continued  during  fiscal  year  1980. 
Another  contract  was  let  for  development  of  an  instrument  for 
monitoring  Occupational  Program  grants  within  NAPIS.     This  pro- 
ject, which  is  ongoing,  is  reexamining  the  earlier  work  to  en- 
sure that  the  typologies  accurately  reflect  the  grant  functions 
and  that  the  developed  criteria  are  useful  in  assessing  Occupa- 
tional Program  activities. 

EFFORTS  TO  IMPROVE  MANAGEMENT 

Effective  inhouse  management  contributes  to  quality 
treatment  and  rehabilitation  programs  that  respond  to  the  needs 
of  problem  drinkers.     This  requires    (1)   that  NIAAA  receive 
accurate  information  about  NIAAA- supported  treatment  and  reha- 
bilitation services  and  the  effect  of  these  services  on  clients; 
(2)   that  goals  for  the  programs  are  defined  and  results  are 
measured  in  terms  of  attainment  of  those  goals;   and   (3)  that 
programs  are  selected  through  an  objective  review  process  that 
ensures  funding  of  quality  programs. 

Gathering  and  Evaluating  Data:     National  Alcoholism  Pro- 
gram Information  System.     The  primary  tool  for  assessing  the 
operations  and  effectiveness  of  NIAAA-funded  treatment  programs 
is  the  National  Alcoholism  Program  Information  System  (NAPIS) . 
In  fiscal  year  198  0,  NIAAA  commissioned  a  study  of  the  relia- 
bility of  the  NAPIS  system,  and  recommendations  were  made  for 
some  improvements.     Overall,  NAPIS  was  endorsed  as  a  useful 
management  tool  for  determining  the  effectiveness  of  individual 
treatment  projects  and  providing  the  data  needed  for  effective 
and  efficient  program  management,  decisionmaking,  and  evalua- 
tion. 

Among  the  recommendations  for  improvement  were  reexamina- 
tion of  the  means  for  gathering  accurate  information  about  the 
services  provided,  development  of  materials  and/or  procedures 
for  providing  technical  assistance  to  programs,  elimination  of 
specific  questions  that  had  a  low  reliability,  refinement  of 
both  the  quantity- frequency  and  impairment  indexes,  and  increase 
in  the  number  of  computer-processing  edit  checks  performed  on 
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NAPIS  forms.     The  contractor  also  recommended  an  increase  in 
State  participation,  with  programs  reporting  directly  to  the 
State  Alcoholism  Authority  (SAA)  so  that  the  State  can  partic- 
ipate in  the  management  of  programs  and  develop  a  comprehensive 
State  alcoholism  effort. 

The  NIAAA  is  reviewing  these  recommendations  and  will 
implement  changes  in  the  NAPIS  reporting  system  where  necessary 
to  improve  program  reporting. 

Evaluating  Attainment  of  Goals;     Management  Initiative 
Tracking  System.     In  response  to  the  Department  of  Health  and 
Human  Services'   initiative  to  increase  treatment  services  for 
women,  youth,  and  Indians,  during  fiscal  year  1980  efforts  were 
begun  to  include  specific  NIAAA  programs  in  the  Management 
Initiative  Tracking  System  CMITS) .     Established  to  ensure  the 
achievement  of  major  operational  priorities  of  the  Public  Health 
Service  and  the  Department  of  Health  and  Human  Services  this 
internal  system  provides  for  a  management-by-objectives  approach 
whereby  objectives  are  based  on  well-defined  goals  and  progress 
is  measured  against  those  goals.     MITS  will  be  employed  in 
meeting  the  objective  of  expanding  treatment  services  for  women, 
youth,  and  Indians  and  measuring  the  clinical  effectiveness  and 
administrative  efficiency  for  those  populations  in  both  new  and 
currently  funded  programs.     The  tracking  of  programs  in  relation 
to  this  initiative  will  lead  to  a  pilot  management  program  to 
increase  productivity  to  these  three  populations. 

DEVELOPMENT  OF  TREATMENT  PROGRAM  STANDARDS 

In  FY  198  0  a  contract  was  awarded  to  develop  alcoholism 
treatment  facility  standards  and  a  Federal  standards  monitoring 
system.     The  standards  will  be  drawn  from  the  experience  of 
States  in  this  area.     Once  developed,  these  standards  will  be 
applied  to  NIAAA-funded  treatment  grants  and  may  provide  a  basis 
for  Federal  regulations  governing  alcoholism  treatment  services 
by  the  Medicare  program. 

ASSESSMENT  OF  THE  RESULTS  OF  TREATMENT 

NIAAA  continues  to  fund  studies  of  the  effects  of  treatment 
and  rehabilitation  on  clients.     New  information  on  client  out- 
come allows  NIAAA  to  focus  on  funding  programs  that  best  meet 
the  needs  of  persons  who  come  in  contact  with  treatment  and 
rehabilitation  facilities.     Two  longitudinal  studies  of  sample 
treatment  populations  conducted  under  contract  to  NIAAA  were 
reported  on  in  fiscal  year  1980. 

The  final  report  of  one  study,  The  Course  of  Alcoholism; 
Four  Years  After  Treatment,     constitutes  the  latest  in  a  series 
of  publications  from  ongoing  studies  of  alcoholism  sponsored  by 
NIAAA.     The  principal  source  of  data  was  a  4-year  followup 
study  on  a  sample  population  of  alcoholics  treated  at  NIAAA- 
funded  Alcoholism  Treatment  Centers.     The  study  was  a  sequel  to 
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an  earlier  18-month  followup  report  on  the  same  sample  popula- 
tion.    Information  was  gathered  through  extensive  interviews, 
psychological  tests,  self-reported  psychiatric  and  medical 
histories,  measures  of  alcohol  concentration  in  the  blood, 
validation  interviews  with  other  family  members  and  employers, 
and  records  of  official  causes  of  death.     The  analysis  indicates 
that  alcoholism  is  a  chronic  condition.     Although  many  alcohol- 
ics experienced  extended  periods  of  remission,  relatively  few 
remissions  lasted  throughout  the  study  period. 

The  second  study,  conducted  by  the  Texas  Department  of 
Mental  Health  and  Mental  Retardation,  was  a  longitudinal  analy- 
sis of  a  sample  of  clients  treated  for  alcoholism  in  the  Depart- 
ment's facilities.     Drinking  behavior  of  clients  at  the  conclu- 
sion of  treatment  was  compared  with  behavior  1  year  and  4%  years 
later.     Information  was  collected  primarily  by  means  of  a 
54-question  survey  instrument,  administered  by  trained  inter- 
viewers who  had  extensive  experience  in  treating  alcoholism; 
areas  explored  ranged  from  employment  status  to  involvement  in 
Alcoholics  Anonymous.     Findings  were  similar  to  those  of  the 
longitudinal  study  cited  above. 

Both  studies  indicate  that  the  drinking  behavior  of 
alcoholics  proceeds  in  cycles,  from  heavy  drinking  to  absti- 
nence, back  to  heavy  drinking  and  so  on.     The  implications  are 
that  NIAAA  needs  to  continue  developing  mechanisms  for  assess- 
ing effects  of  treatment  and  to  increase  efforts  in  research 
focusing  on  the  pre-alcoholic  stage  of  alcoholism,  especially 
the  development  of  alcohol  dependence.     NIAAA' s  main  task  is 
to  formulate  policies  that  ultimately  will  lead  to  intervention 
before  alcohol  dependence  results  in  chronic  alcoholism. 

A  third  study,  conducted  under  contract  to  the  NIAAA, 
focused  on  the  relationship  between  treatment  and  ability  of 
treated  individuals  to  become  economically  productive  after 
treatment.     It  was  assumed  that  increased  income  following  treat- 
ment can  be  measured  as  a  benefit  both  of  the  treatment  program 
and  the  effects  of  treatment  of  individual  productivity.  Two 
populations  were  studied:     a  sample  of  clients  admitted  to  the 
Fort  Logan   (Colorado)  Mental  Health  Center  Alcoholism  Division 
and  a  sample  of  clients  receiving  alcoholism  treatment  in 
Hennepin  County   (Minneapolis) .      (It  should  be  noted  that  neither 
program  serves  middle-  or  upper  middle-class  populations,  who 
generally  have  access  to  private  or  employer-operated  treatment 
programs. ) 

Income  data  were  analyzed  in  the  following  categories : 
pretreatment  earnings,  during-treatment  earnings,  posttreatment 
earnings,  change  in  pretreatment  earnings,  and  change  in  post- 
treatment  earnings.     The  relationships  between  income  and  race, 
sex,  marital  status,  and  occupation  also  were  analyzed. 
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The  analysis  showed  that  the  annual  income  of  clients 
admitted  to  these  Alcoholism  Treatment  Centers  generally  had 
declined  over  the  5  years  preceding  treatment,  with  this  decline 
more  dramatic  for  males  than  for  females  and  least  for  younger 
patients. 

Pretreatment  and  during-treatment  earnings  were  the  best 
predictors  of  posttreatment  earnings.     This  suggests  that  cli- 
ents previously  employed  in  better  paying  jobs  had  acquired 
adequate  job  skills  which  allowed  them  to  continue  working 
during  treatment  or  obtain  a  skilled  or  professional  job  after 
treatment. 

Marital  status  appeared  to  be  consistently  related  to 
earnings  level.     Married  males  and  never-married  females  had  the 
highest  yearly  earnings  before,  during  and  following  treatment. 
It  can  be  argued  that  these  clients  are  motivated  to  overcome 
their  illness  because  they  are  responsible  for  the  financial 
support  of  themselves  or  their  families. 

This  study  indicates  a  need  for  increased  attention  to  all 
facets  of  an  alcoholic's  life.     It  also  shows  that  clients  who 
have  good  income  histories,  who  are  young,  or  who  are  heads  of 
households  will  return  benefits  to  society  well  in  excess  of 
treatment  costs. 

COORDINATION  WITH  THE  STATES 

Alcoholism  Services  Development  Program 

During  fiscal  year  1980  NIAAA  took  steps  to  solidify  State 
relationships,  and,  at  the  same  time,  to  improve  the  effective- 
ness of  programs  that  involve  the  direct  delivery  of  services 
for  problem  drinkers  in  the  community.     Although  many  programs 
are  well  integrated  into  existing  community  systems,  many  others 
have  remained  independent  of  community  services  and  have  not 
developed  linkages  with  State  governments .     Integration  into  the 
community  network  and  development  of  interconnections  with  the 
States  are  directly  related  to  a  program's  success  at  becoming 
independent  of  Federal  support  and  at  providing  effective 
services.     NIAAA' s  concern  over  the  success  of  funded  projects 
and  the  findings  of  the  Alcoholism  Funding  Study  completed  in 
fiscal  year  1978  led  to  the  development  in  fiscal  year  1980  of 
the  State  Alcoholism  Services  Demonstration  Program. 

Background .     The  Alcoholism  Funding  Study,  using  primarily 
a  cases tudy  approach,  examined  a  sample  of  NIAAA  projects  with- 
in the  context  of  their  State  and  community  environments.  The 
report  of  the  study  addressed  the  relationship  between  NIAAA 
projects  within  a  State  and  the  State  Alcoholism  Authority 
(SAA) ,  who  controls  State-appropriated  funds,  Title  XX  resources 
allocated  for  alcoholism  services,  and  may  influence,  through 
lobbying,  the  availability  of  health  insurance  reimbursement. 
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Knowledge  of  the  service  delivery  system  within  the  State  and 
available  resources  make  initial  and  continuing  SAA  participa- 
tion in  NIAAA  projects  important  to  their  success. 

Purpose  of  the  Development  Program.     The  purpose  of  the 
Alcoholism  Services  Development  Program  (ASDP)  is  to  demonstrate 
the  feasibility  of  using  the  State  Alcoholism  Authority  in  the 
planning  and  development  of  treatment  programs.     The  demonstra- 
tion program  should  lead  to  increased  State  management  of  and 
involvement  in  NIAAA  treatment  programs  and  integration  of  treat- 
ment programs  into  the  State's  overall  alcoholism  program. 
Specifically,  the  following  objectives  are  to  be  achieved: 

o    Improved  quality  and  increased  quantity  and  cost- 
effectiveness  of  alcoholism  treatment  and  ancillary 
services  being  provided. 

o    Improved  effectiveness  of  the  entire  system  of  services 
available  to  the  residents  of  the  State  through  coor- 
dinated planning  and  new  relationships  among  health- 
and  social-services  providers, 

o     Increased  sharing  of  responsibility  and  accountability 
between  Federal  and  State  governments  for  the  creation, 
financing,  and  continuing  administration  of  community- 
based  alcoholism  services  that  are  responsive  to  the 
needs  of  defined  populations. 

o    Continued  implementation  of  Federal  priorities  for  the 
provision  of  services  to  underserved  populations. 

o    Attainment  of  proportional  representation  of  underserved 
populations  on  staffs  and  advisory  groups  of  alcoholism 
services  projects,  when  appropriate. 

o    Increased  financial  support  for  alcohol  treatment  pro- 
jects from  sources  other  than  NIAAA. 

o    Development  of  innovative  approaches  to  the  provision  of 
alcoholism  treatment  services  and  adaptation  of  existing 
models  to  unique  community  problems  and  target  popula- 
tions. 

Full  implementation  of  this  program  began  with  grant  awards 
to  5  States  totalling  $4,070,000.     Ten  new  awards  are  expected 
in  FY  1981  totalling  $5,110,000  and  in  FY  1982  the  program  will 
grow  to  25  with  a  budget  of  $23,166,000. 

National  Drug  and  Alcoholism  Treatment  Utilization  Survey 

During  198  0  NIAAA  participated  in  the  National  Drug  and 
Alcoholism  Treatment  Utilization  Survey  (NDATUS) ,  a  project 
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formerly  sponsored  solely  by  NIDA.     NIAAA's  involvement  has 
increased  the  original  scope  of  the  project,  gathering  data  on 
drug  abuse  facilities,  to  include  collection  of  data  on  alcohol- 
ism treatment  facilities  and  combined  alcoholism  and  drug  abuse 
facilities.     By  collecting  information  of  private  as  well  as 
public,  non-NIAAA-f unded  treatment  facilities  and  personnel, 
NDATUS  will  supplement  client-oriented  data  collection  systems 
such  as  NAPIS,  which,  as  noted  previously,  reports  on  NIAAA- 
funded  treatment  programs.     This  information  will  provide 
verification  of  the  numbers  of  treatment  facilities  in  operation 
within  a  given  State  in  relation  to  NIAAA's  State  Alcoholism 
Profile  Information  System. 

Information  collected  by  NDATUS  was  used  in  fiscal  year 
198  0  to  compile  a  directory  of  drug  abuse  and  alcoholism  pro- 
grams that  lists  approximately  12,000  Federal,  State,  local,  and 
private  agencies  responsible  for  the  administration  or  provision 
of  services  throughout  the  United  States  and  its  territories. 
This  directory  should  prove  a  useful  resource  for  program 
managers,  treatment  personnel,  and  others  interested  in  alcohol 
and  drug  abuse  service  units. 

FORMULA  GRANTS  TO  STATES 

To  encourage  State  efforts  against  alcohol  abuse,  Public 
Law  91-616  authorized  formula  grants  "to  assist  States  in  plan- 
ning, establishing,  maintaining,  coordinating,  and  evaluating 
projects  for  the  development  of  more  effective  prevention, 
treatment,  and  rehabilitation  programs  to  deal  with  alcohol 
abuse  and  alcoholism. "     These  grants  are  awarded  to  States  on 
the  basis  of  relative  population,  financial  need,  and  the  need 
for  more  effective  alcohol-related  services.     To  apply  for 
funds,  the  State  agency  must  submit  a  plan  that  includes  a 
survey  of  need  for  programs  and  facilities  for  the  prevention 
and  treatment  of  alcohol  abuse  and  alcoholism  and  identify  the 
need  for  such  programs  among  women  and  individuals  under  17 
years  of  age;  the  State  plan  must  be  approved  and  reviewed  and 
updated  annually.     During  fiscal  year  1980,  States  were  awarded 
$54.8  million  in  formula  grants.     The  formula  grant  program  is 
proposed  for  phaseout  in  FY  1981  and  FY  1982. 

INCENTIVE  GRANTS  TO  STATES 

In  fiscal  year  1980,   $10.4  million  was  made  available 
through  Public  Law  91-616,  as  amended  by  Public  Law  93-282,  to 
assist  States  in  implementing  the  provisions  of  the  Uniform 
Alcoholism  Intoxication  and  Treatment  Act.     These  special  grants 
have  funded  training  and  other  activities  necessary  to  shift 
emphasis  from  the  handling  of  alcohol  intoxication  by  the  crim- 
inal justice  system  to  treatment  in  the  health  care  system. 
These  grants  also  enable  States  to  expand  services  to  accommo- 
date the  increased  demand  for  health  care  treatment  produced  by 
the  Act, 
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PROJECT  GRANTS  TO  COMMUNITY  PROGRAMS 

Grants  Awarded  During  Fiscal  Year  1980 

During  fiscal  year  1980  NIAAA  continued  direct  funding  of 
existing  and  new  community  treatment,  rehabilitation,  and 
occupational  programs.     The  long-range  goals  of  these  programs 
are  to  provide  services  to  underserved  groups  identified  as 
especially  vulnerable  to  alcoholism,  to  reduce  the  incidence  of 
alcoholism  nationwide,  and  to  improve  the  quality  and  cost- 
effectiveness  of  programs.     Funded  projects  included:  programs 
to  meet  the  special  treatment  and  rehabilitation  needs  of  women; 
youth  treatment  programs  designed  to  provide  community  educa- 
tion, early  intervention,  and  treatment;  projects  serving 
blacks,  Spanish-speaking  Americans,  Indians,  and  migrant  work- 
ers; and  programs  to  meet  the  unique  needs  of  employed  alcohol- 
ics, drinking  drivers,  public  inebriates,  the  elderly,  and 
criminal  justice  populations. 

Calendar  Year  1979  Data  on  the  Community  Grant  Program 

A  great  deal  of  information  about  the  Community  Treatment 
Grant  Program — services,  staff,  revenues  and  expenditures, 
clients,  and  changes  in  client  behavior — is  available  through 
the  National  Alcoholism  Program  Information  System  (NAPIS) . 
Calendar  year  summaries  of  the  NAPIS  data  are  published  annual- 
ly in  the  Statistical  Report — NIAAA- Funded  Treatment  Programs. 
Information  presented  in  this  section  is  based  on  the  Statis- 
tical Report  for  calendar  year  1979;  information  pertaining  to 
the  last  three  quarters  of  fiscal  year  1980  will  be  reflected 
in  the  Statistical  Report  for  calendar  year  1980. 

Activities.     At  the  end  of  calendar  year  1979,  437 
(excludes  programs  transferred  to  the  Indian  Health  Serviee) 
projects  were  actively  reporting  on  the  NAPIS  system;  this 
accounted  for  nearly  all  of  the  NIAAA-funded  direct  treatment 
grants.     These  437  projects  reported  serving  257,826  persons. 

Looking  at  the  reported  data,  a  total  of  155,0  53  persons 
contacted  the  treatment  projects  during  calendar  year  1979;  of 
these,  64,575  persons  (41  percent)  were  intake  clients  (clients 
admitted  into  treatment) .     Alcohol  constituted  the  primary 
problem  of  approximately  61,230   (95  percent)  of  the  intake 
clients   (these  "alcoholic  clients"  comprise  the  group  on  which 
most  of  the  following  data  are  based) .     Nearly  three  in  ten 
clients  (30.6  percent)  were  entering  the  treatment  programs  for 
reasons  related  to  driving-while-intoxicated  offenses. 

Characteristics  of  Clients  Entering  Programs.     Eight  out  of 
ten  (81.5  percent)  of  the  alcoholic  clients  entering  the  treat- 
ment programs  in  calendar  year  1979  were  male.     Ages  of  these 
alcoholic  clients  were: 


Under  19_  2.8  percent 
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19-35 
36-64 
Over  64 


45.8  percent 
48.6  percent 
2,8  percent 


The  reported  ethnicity  of  alcoholic  clients  entering  treatment 
was: 


Of  the  61,230  alcoholic  clients,  28,3  percent  were  married, 
22,5  percent  were  divorced,  12.6  percent  were  separated,  3.9 
percent  were  widowed,  and  31.3  percent  were  never  married.  Of 
the  51,358  employable  alcoholics,  24,432   (48.0  percent)  were 
unemployed  at  the  time  of  admission  to  the  treatment  programs . 
The  mean  education  level  was  reported  as  less  than  10.8  school 
years  completed. 

One-third  (33.3  percent)  of  the  alcoholic  intake  clients 
reported  having  received  prior  treatment  for  alcoholism.  The 
mean  number  of  years  of  heavy  drinking  prior  to  intake  ranged 
from  3.6  years  in  the  Youth  Program  to  23.1  years  in  the  Elderly 
Program.     The  average  mean  number  of  ounces  of  alcohol  (absolute 
alcohol  equivalent)  consumed  per  day,  as  reported  by  all  clients 
treated,  ranged  from  2.9  ounces  in  the  Youth  Program  to  9.6 
ounces  in  the  Black  Program. 

Referrals  to  Programs.     Overall,  the  most  frequently 
reported  source  of  referral  to  treatment  was  through  self- 
referral   (26.6  percent).     Referrals  from  courts  for  driving- 
related  offenses  accounted  for  18.5  percent  of  the  clients 
entering  treatment.     The  combined  referral  sources  of  court/ 
driving-related,  court/non-driving-related,  and  police  accounted 
for  more  than  one-third   (35.4  percent)  of  all  clients  entering 
NIAAA-funded  treatment  programs  during  calendar  year  1979. 

Referrals  by  Programs.     At  the  time  of  initial  contact  with 
the  treatment  programs  many  persons  were  referred  to  another 
agency  for  some  type  of  care  not  provided  by  the  agency  contact- 
ed; this  outside  care  may  be  in  addition  to  the  services  pro- 
vided the  client  by  the  NIAAA-funded  programs.     Overall,  during 
calendar  year  197  9,  62.3  percent  of  alcoholic  clients  who  con- 
tacted the  NIAAA-funded  programs  were  referred  to  Alcoholics 
Anonymous,  Al-Anon,  or  Alateen.     Of  all  clients  referred  after 
completing  treatment,  more  than  half   (57.6  percent)  were  re- 
ferred to  Alcoholics  Anonymous,  Al-Anon,  or  Alateen. 

Services  Received  by  Clients.     In  most  categorical  pro- 
grams, the  majority  of  the  services  provided  to  alcoholic 


White 
Black 
Hispanic 

American/Alaskan  Native 
Asian/Pacific  Islander 
Unknown 


64,0  percent 
17.9  percent 
11,5  percent 
6 . 0  percent 
0.2  percent 
0.4  percent 
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clients  were  outpatient  services;  195,525  clients   (85  percent  of 
all  clients  served)  received  outpatient  services.     Over  one-half 
of  the  alcoholic  outpatient  clients  (56  percent)  received  indi- 
vidual counseling  or  therapy  averaging  5.4  visits  per  year  and 
approximately  1  hour  per  visit. 

A  total  of  59,598  alcoholic  clients  received  inpatient 
services  in  1979,  averaging  19.1  days  of  care  per  person  per 
year.     Of  these,  40  percent  received  medical  model  detoxifica- 
tion, and  33  percent  were  provided  social  setting  detoxification 
services.     Only  6  percent  of  the  clients  received  inpatient 
hospital  care  (averaging  9.2  days  per  year),  while  18  percent 
received  intermediate  long-term  care  and  3  percent  received 
residential  care  services. 

Staffing.     Alcoholism  counseling  personnel  accounted  for 
the  largest  single  group  of  project  staff  across  all  programs — 
1,816.4,  or  36.1  percent  of  all  reported  full-time-equivalent 
(FTE)   staff  of  5,029.8  persons  serving  NIAAA-funded  treatment 
programs.     Administrative  and  other  non-health-related  staff 
numbered  1,717.7  or  34.2  percent  of  all  FTE  staff.  Volunteers 
added  another  1,332  persons  supporting  the  programs. 

Staff  Hours.     The  projects  reported  a  total  of  9.5  million 
hours  of  staff  time  directed  to  treatment  program  operations, 
including  approximately  4.4  million  staff  hours  devoted  to 
direct  activities  and  5.1  million  hours  directed  to  indirect 
activities.     Inpatient  services  consisting  of  emergency  care, 
medical  and  social-setting  detoxification,  and  inpatient  hospi- 
tal, short-  and  long-term  intermediate-care,  and  residential- 
care  services  accounted  for  2.72  million  staff  hours   (28.6  per- 
cent of  the  total  staff  hours) .     Outpatient  services  staff  hours 
accounted  for  approximately  2.32  million  staff  hours   (24.3  per- 
cent of  the  total  staff  hours) .     In  the  outpatient  services 
category,  the  largest  block  of  staff  hours   (3  5  percent)  was 
devoted  to  individual  counseling/therapy;  group  counseling/ 
therapy  and  initial  screening/evaluation  functions  each  account- 
ed for  10.1  percent  of  the  total  outpatient  staff  hours. 

Funding.     Many  of  the  projects  surveyed  by  NAPIS  received 
funds  from  sources  other  than  NIAAA.     Of  the  total  program 
funds,  73.7  percent   ($66,303,817)  came  from  government  sources 
at  all  levels  and  46.2  percent   ($41,581,790)  came  from  NIAAA 
grants.     Total  fees  for  services,  amounts  obtained  through  fund 
raising  activities,  and  other  receipts  accounted  for  $23.7 
million  in  calendar  year  1979  or  approximately  26.3  percent  of 
all  funds  received  by  the  programs. 

Client  Changes  and  Outcomes .     An  important  subset  of  data 
collected  from  all  treatment  projects  reporting  on  the  National 
Alcoholism  Program  Information  System  is  the  set  of  indices 
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related  to  treatment  effectiveness  or  client  outcomes.     The  out- 
come of  treatment  is  assessed  by  means  of  followup  interviews 
with  clients  routinely  conducted  180  days  after  admission  (in- 
take) to  the  treatment  program.     The  followup  procedure  provides 
for  client  response  and  interviewer  assessment  of  client  condi- 
tion between  intake  and  the  time  of  followup  with  particular 
emphasis  on  level  of  alcohol  consumption,  behavioral  impairment, 
and  other  socioeconomic  indicators. 

Clients  followed  up  during  calendar  year  1978  demonstrated 
benefits  of  treatment  in  the  following  areas: 

o  Alcohol  consumption .  Clients  in  all  programs  reported 
a  reduction  in  the  mean  ounces  of  alcohol  consumed  per 
day  over  the  6-month  treatment  period. 

o    Behavioral  impairment.     Clients  in  all  programs  reported 
a  decrease  in  behavioral  impairment  6  months  following 
admission  to  treatment.     On  a  scale  of  0-42,  clients  in 
the  Public  Inebriate  Program  (PIP)  reported  the  highest 
level  of  behavioral  impairment  (22.3)  at  intake,  and 
clients  in  the  Non-Categorical  Program  the  next  highest 
(21.2).     Pip's  only  decreased  to  20.3  at  followup;  Non- 
Categorical  ' s  decreased  to  11.6  at  followup. 

o    Mean  number  of  days  drinking  during  previous  30  days. 
Across  all  treatment  programs,  the  mean  number  of  days 
drinking  in  the  previous  30  days  decreased  substantially 
from  intake  to  the  6-months  followup.     The  average  re- 
duction ranged  from  14.1  days  in  the  Aged  Program  to 
3.0  in  the  Youth  Program. 

o    Abstinence.     Clients  in  all  programs  reported  an  in- 

crease  in  abstinence  at  the  180-day  followup  point.  The 
absolute  percentage  increase  in  abstinence  varied  from 
program  to  program,  with  a  range  of  16.0  percent  in- 
crease for  clients  in  the  Migrant  Workers  Programs  to  a 
52.1  percent  increase  for  clients  in  the  Occupational 
Program. 

o    Employment  rate.     The  employment  rate  for  clients  in  the 
labor  force  was  greater  at  the  6-month  point,  with  the 
increases  ranging  from  1.0  percent  among  clients  in  the 
Occupational  Program  to  25.8  percent  for  those  in  the 
American/Indian/Alaskan  Native  Program. 

Transfer  of  American  Indian/Alaskan  Native  Project  Grants 

In  accordance  with  an  interagency  agreement  between  the 
Health  Services  Administration  (HSA)  and  the  NIAAA,  32  mature 
American  Indian/Alaskan  Native  (ALAN)  projects  grants  were 
transferred  from  NIAAA  responsibility  to  the  Indian  Health 
Service  (Health  Services  Administration)  during  fiscal  year 
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1980.     The  agreement  provides  that  Indian  project  grants  are 
transferred  to  the  Indian  Health  Service  for  permanent  long-term 
support  after  the  first  6  years  of  funding  by  NIAAA. 

NIAAA  initiated  6  new  AIAN  projects  in  fiscal  year  1980. 
NIAAA  increased  the  level  of  technical  assistance  provided  on- 
going AIAN  programs  and  strengthened  the  management  and  tech- 
nical quality  of  existing  programs.    During  fiscal  year  1980 
improved  management  objectives  and  performance  indicators  for 
NIAAA  Indian  projects  were  developed  and  included  in  the  Opera- 
tions Management  System  (OMSJ .    While  no  new  projects  would  be 
funded  in  1981,  it  is  anticipated  that  28  would  be  funded  in 
1982. 
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ARTHRITIS,  RHEUMATIC  DISEASES,  AND  RELATED  DISORDERS 
Obligations 

1981  1982 

National  Institues  of  1978  1979  1980  Estimate  Estimate 

Health: 

National  Institute  of 
Arthritis,  Metabolism, 

and  Digestive  Diseases  $29,508,000  $36,363,000  $40,694,000  $46,476,000  $51,250,000 
National  Cancer 

Institute  $  479,000  $  606,000  $  920,000  $  920,000  $  920,000 
National  Heart,  Lung 

and  Blood  Institute  $  1,228,000  $  1,100,000  $  800,000  $  850,000  $  870,000 
National  Institute 

of  Dental  Research  $  2,750,000  $  2,800,000  $  2,901,000    $  2,901,000    $  3,141,000 

National  Institute  of 
Neurological  and 
Communicative  Dis- 
orders and  Stroke  $      327,000  $      385,000  $      473,000    $      490,000    $  544,000 

National  Institute  of 
Allergy  and  Infectious 

Diseases  $  3,059,000  $  3,364,000  $  3,435,000    $  3,815,000    $  3,825,000 

National  Institute  of 
General  Medical 

Sciences  $      450,000  $      419,000  $      741,000    $      741,000    $  741,000 

National  Institute  of 
Child  Health  and 

Human  Development  $      316,000  $      322,000  $      145,000    $      150,000    $  150,000 

National  Institute  of 
Environmental  Health 

Sciences  $  56,000  $  60,000  $  65,800  $  69,300  $  73,100 
National  Institue 

on  Aging  $  788,000  $  1,446,000  $  1,920,000  $  2,029,000  $  2,193,000 
Divisions  of  Research 

Resources  $  2,179,000  $  2,220,000  $  2,434,000    $  2,557,000    $  2,848,000 


TOTAL 


$41,140,000    $49,085,000    $54,528,800    $60,998,300  $66,555,100 
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ARTHRITIS,  RHEUMATIC  DISEASES  AND  RELATED  DISORDERS 


Over  37  million  Americans  suffer  from  arthritis  and  related  diseases. 
For  many  arthritis  patients,  pain  is  a  fact  of  daily  life  and  simple  activities 
such  as  walking  or  dressing  become  difficult  and  frustrating  tasks.    Most  forms 
of  arthritis  are  chronic,  and  many  patients  with  arthritis  face  serious, 
long-term  problems  such  as  unemployment,  emotional  stress,  and  the  financial 
burden  of  paying  for  sustained  medical  care. 

The  cost  to  society  is  great  because  disability  can  lead  to  the  loss  of 
productivity  and  to  an  increase  in  the  need  for  services.    A  1975  estimate  by 
the  Arthritis  Foundation  put  the  economic  cost  of  arthritis  at  $13  billion  per 
year. 

NATIONAL  INSTITUTES  OF  HEALTH 


National  Institute  of  Arthritis,  Metabolism,  and  Digestive  Diseases 
The  National  Institute  of  Arthritis,  Metabolism,  and  Digestive  Diseases 
is  the  primary  focus  in  the  Federal  research  effort  to  combat  the  many  forms 
of  arthritis.    Through  its  extramural  grant  and  contract  program,  the 
Institute  supports  meritorious  research  projects  at  major  universities  and 
medical  schools  throughout  the  country.    At  the  same  time,  NIAMDD  conducts 
intensive  intramural  research  in  its  Arthritis  and  Rheumatism  Branch  at  the 
Clinical  Center  of  the  National  Institutes  of  Health. 

Osteoarthritis 

Millions  of  Americans  experience  the  pain  and  progressive  joint 
degeneration  of  osteoarthritis,  the  most  common  form  of  arthritis.  NIAMDD 
supports  research  on  both  the  biochemical  and  biomechanical  changes  associated 
with  this  disease.    The  biomechanical  studies  measure  and  model  forces,  geometry, 
and  lubrication  of  normal  and  diseased  joints.    Dr.  Robert  Mann  at  the 
Massachusetts  Institute  of  Technology  has  used  ultrasonic  transducers  to  observe 
the  bone  geometry  and  cartilage  thickness  in  unloaded  cadaver  joints.  This 
noninvasive  approach  is  enabling  researchers  to  collect  more  accurate  data 
concerning  friction,  wear,  and  mechanical  behavior  of  cartilage  and  to  understand 
the  relationship  of  these  events  to  degenerative  joint  disease. 

NIAMDD  researchers  are  also  probing  a  variety  of  environmental  influences  on 
osteoarthritis.    In  one  novel  research  project,  scientists  at  West  Virginia 
University,  Morgan town,  led  by  Dr.  Eric  Radin,  are  assessing  the  effects  that 
prolonged,  repetitive  exercise  performed  on  a  nonresilient  conrete  surface  may 
have  on  weight-bearing  joints,  the  primary  sites  of  degeneration  in  osteoarthritis. 
Lameness  in  the  study  animals  did  not  appear  to  be  due  to  cartilage  deterioration, 
but  rather  to  inflammatory  changes  and  calcification  in  ligaments. 

In  another  study,  Dr.  Carl  Brighton  and  colleagues  at  the  University  of 
Pennsylvania  Hospital  are  exploring  the  application  of  tissue  grafts  such  as 
those  used  in  treating  osteoarthritis  of  the  knee  and  osteonecrosis  (bone  death) 
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of  the  end  of  the  thigh  bone.    When  transplants  of  weight-bearing 
cartilage  on  bone  in  animals  were  inspected,  they  found  that  two-thirds 
of  the  treated  joints  appeared  normal  while  one-third  showed  degenerative 
changes  apparently  related  to  the  lack  of  an  exact  match  of  the  graft, 
which  led  to  abnormal  stress.     These  preliminary  findings  do  suggest  that 
tissue  transplantation  may  be  a  promising  means  of  resurfacing  joints 
severely  damaged  by  arthritis. 

Transplantation  studies  are  also  being  conducted  under  an  NIAMDD 
research  grant  at  the  University  of  Florida,  Gainesville.  There, 
Dr.  Paul  Dell  and  his  associates  are  studying  the  effects  of  azathioprine , 
a  drug  that  suppresses  the  immune  system,  on  the  acceptance  of  bone  grafts. 
Because  the  success  of  a  bone  graft  depends  on  the  rapidity  and 
completeness  of  healing,  investigators  are  trying  to  learn  whether  short 
periods  of  immunosuppression  will  be  effective  in  providing  continued 
graft  acceptance  after  ending  drug  therapy.    This  study  has  direct 
potential  to  the  application  of  human  grafting  in  reconstructive  joint 
surgery. 

Rheumatoid  Arthritis 

Millions  of  Americans  are  victims  of  rheumatoid  arthritis 
(PA),  a  chronic,  inflammatory  disease  that  affects  both  small  and  large 
joints,  causing  weakness,  fatigue,  immobility,  and  deformity.  Rheumatoid 
arthritis  runs  an  erratic  course  characterized  by  periods  of  both 
remission  and  exacerbation.    The  disease  is  often  chronic  and 
progressive.    Treatment  remains  largely  symptomatic  because  the  cause  of 
rheumatoid  arthritis  is  not  yet  known. 

Many  NIAMDD  studies  in  rheumatoid  arthritis  are  aimed  at  finding  the 
exact  origin  of  the  disease  process.    For  example,  Dr.  Edward  D.  Harris 
and  colleagues  at  Dartmouth  College,  New  Hampshire,  are  attempting  to 
identify  the  primary  insult  or  injury  that  precipitates  rheumatoid 
arthritis.    They  are  trying  to  determine  the  factors  that  regulate  the 
synthesis,  activation  and  action  of  collagenase — an  enzyme  believed  to 
destroy  the  protein  collagen  in  cartilage  tissue.    Specific  tests  are 
demonstrating  the  effects  of  physical  and  chemical  factors  (such  as 
temperature,  oxygen  tension,  and  hormones)  on  human  and  animal  synovial 
cells  those  found  in  joint  fluid  in  tissue  culture.    The  search  is 
continuing  for  collagenase-stimulating  factors  in  the  circulation,  joint 
fluid  or  joint  tissue. 

A  promising  development  is  the  observation  that  rheumatoid  synovial 
collagenase  is  released  as  a  latent  enzyme,  which  can  be  activated  by  an 
organic  mercurial  compound.    Moreover,  the  Dartmouth  researchers  have 
contributed  the  important  finding  that  lymphocytes  (white  blood  cells 
found  in  lymphoid  tissue)  are  not  exclusively  responsible  for  all  the 
pathological  changes  in  rheumatoid  arthritis.    In  fact,  in  RA  a 
"synovial  cell"  found  at  the  junction  of  cartilage  and  granulation 
tissue  appears  to  promote  progressive  destruction  through  release  of 
protein-degrading  enzymes. 

This  research  has  great  potential  for  improving  the  therapy  of 
rheumatoid  arthritis.    Corticosteroids,  now  being  used  to  treat  RA,  appear 
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to  inhibit  collagenase  production,  but  they  also  affect  other  cellular 
functions-same tiroes  adversely.    More  selective  inhibition  of  collagenase 
is  therefore  needed.    Retinoic  acid  is  one  agent  now  being  tested  in  a 
synovial  model  system.    If  these  and  further  tests  in  experimental  models 
of  arthritis  prove  promising,  clinical  trials  can  then  be  started. 

Dr.  Morris  Ziff  and  co-workers  at  the  University  of  Texas  in  Dallas 
have  helped  to  explain  the  effectiveness  of  gold  compounds  in  reducing 
inflammation  in  rheumatoid  arthritis.  In  particular,  these  scientists 
showed  how  gold  compounds  alter  the  activity  of  certain  human  white 
blood  cells  (mononuclear  phagocytes ) .  Further  research  is  expected  to 
investigate  whether  gold  compounds  also  interfere  with  the  function  of 
those  white  blood  cells  involved  in  the  maintenance  of  inflammation. 

Rheumatoid  arthritis  is  also  the  subject  of  intense  study  by 
intramural  scientists  led  by  Dr.  John  L.  Decker,  Chief  of  the  NIAMDD 
Arthritis  and  Rheumatism  Branch.    One  pilot  project  is  evaluating  a 
"blood  purification"  technique,  lymphapheresis,  as  a  method  to  reduce 
rheumatoid  joint  inflammation.    In  this  procedure,  the  patient's  blood 
is  processed  in  a  device  called  a  "continuous-flow  cell  separator." 
White  blood  cells  thought  to  play  a  major  role  in  the  body's  immune  and 
inflammatory  response — lymphocytes —  are  removed  by  this  process.  A 
small  number  of  patients,  unresponsive  to  the  conventional  therapies, 
participated  in  this  study.    The  patients'  improvement  was  measured 
following  lymphapheresis,  and  preliminary  results  in  this  small 
group  are  encouraging.    Further  studies  are  in  progress  to  establish 
the  precise  contribution  of  lymphapheresis  to  the  improvement  observed 
in  this  exploratory  study. 

Juvenile  Arthritis 

Although  arthritis  is  commonly  viewed  as  a  condition  affecting 
adults,  particularly  the  elderly,  thousands  of  children  have  this 
extremely  painful  disease.  The  most  common  form  in  children  is  "juvenile 
rheumatoid  arthritis,"  which  affects  an  estimated  250,000  youngsters  in 
the  United  States.    Extensive  research  now  indicates,  however,  that  this 
disease  category  includes  several  distinct  clinical  entities  which  differ 
according  to  the  extent  and  severity  of  joint  involvement  and  the  presence 
of  organ  dysfunction.    Thus,  this  group  of  diseases  is  more  appropriately 
termed  juvenile  chronic  arthritis,  since  not  all  forms  are  rheumatoid  in 
nature. 

In  immunologic  studies,  NIAMDD  grantee  Dr.  Bevra  Hahn  and 
colleagues  at  St.  Louis  University  School  of  Medicine  have  found  evidence 
of  a  "hidden"  rheumatoid  factor  in  certain  juvenile  arthritis  patients. 
Using  a  highly  sensitive  laboratory  test  (complement-fixing  hemolytic 
assay) ,  the  researchers  determined  that  67  percent  of  the  patients 
studied  had  the  hidden  factor.    Use  of  the  more  sophisticated 
assay  method  may  lead  to  better  definition  of  juvenile  arthritis,  together 
with  greater  insight  into  disease  activity. 
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Systemic  Lupus  Erythematosus 


Systemic  lupus  erythematosus  (SLE)  is  a  potentially  fatal  disease, 
primarily  affecting  women  of  childbearing  age.    SLE  is  "systemic"  in 
that  it  attacks  many  tissuees  and  organ  systems  in  the  body  including 
joints,  skin,  kidneys,  heart,  and  other  vital  organs. 

Although  researchers  have  yet  to  find  an  optimal  treatment  for  SLE, 
the  prognosis  for  patients  has  vastly  improved  in  recent  years.  In 
1955,  the  survival  rate  for  SLE  victims  was  only  50  percent  4  years 
after  diagnosis.    Now,  more  than  90  percent  of  SLE  patients  are  alive  5 
years,  and  more  than  80  percent  are  alive  10  years,  after  their  disease 
has  been  identified.    This  increased  survival  may  be  due  to  a  number  of 
factors,  including  greater  awareness  of  the  disease,  better  diagnostic 
methods,  and  the  development  of  more  effective  drug  therapies. 

Since  evidence  is  accumulating  rapidly  that  SLE  involves 
abnormalities  of  the  immune  system,  much  of  the  Institute's  current  work 
in  this  area  is  oriented  toward  understanding  the  roles  of  antigens  and 
antibodies  in  the  disease  process.    In  addition,  at  the  University  of 
California,  San  Francisco,  NIAMDD  grantee  Dr.  Norman  Talal  and  colleagues 
are  probing  possible  relationships  between  sex  hormones,  the  thymus,  and 
abnormal  antibody  production  in  SLE.    Using  an  animal  model,  they  have 
demonstrated  that  male  hormones  (androgens)  and  female  hormones 
(estrogens)  can  have  significant  and  opposite  effects  on  the  course  of 
SLE.    Results  indicate  that  androgens  suppress  and  estrogens  enhance  the 
disease  process. 

NIAMDD  grantee  Dr.  Mart  Mannik  and  a  research  team  at  the  University 
of  Washington,  Seattle,  are  investigating  the  role  of  immune  complexes 
(large  molecules . formed  when  and  antibody  bind  together)  in 
SLE-associated  renal  disease  (nephritis).    Research  indicates  that  immune 
complexes  are  not  properly  cleared  from  the  blood  of  SLE  patients  and 
that  deposits  of  complexes  in  the  kidney,  heart,  and  other  sites  are 
related  to  later  organ  dysfunction  and  failure.    The  Seattle  researchers 
are  injecting  mice  with  various  doses  of  soluble  immune  complexes  in 
order  to  study  the  clearance  mechanism.    Recent  studies  indicate  that 
larger  complexes,  as  well  as  complexes  prepared  with  reduced  and 
alkylated  antibodies,  persist  longer  in  the  circulation.  .  Moreover, 
administration  of  cortisone  before  and  during  the  experiment  resulted  in 
a  greater  quantity  of  complexes  remaining  in  circulation,  as  well  as 
prolonged  clearance  rates  for  larger  complexes.    Future  studies  will 
test  various  hypotheses  that  might  explain  these  findings  and  thereby 
provide  insight  into  a  potential  cause  of  renal  failure  in  SLE  patients. 

Lyme  Arthritis 

Lyme  arthritis,  a  tick- transmit ted  disorder  which  is  characterized 
by  a  skin  lesion,  first  appeared  in  the  summer  of  1975  in  the  adjacent 
Connecticut  townships  of  Lyme,  Old  Lyme,  and  East  Haddam.    In  this  disease, 
which  affects  both  adults  and  children,  the  early  symptoms  of  headache, 
fever,  and  stiff  neck  are  often  followed  by  neurologic,  cardiac,  or  joint 
complications.    Much  has  been  learned  about  Lyme  arthritis  since  an 
NI AMDD-s uppor ted  research  team  from  Yale  University,  headed  by  Dr.  Allen 
C.  Steere,  began  their  investigations  in  1976. 
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The  far-reaching  importance  of  the  study  of  Lyme  arthritis  stems 
from  its  contribution  to  better  disease  control  (treatment  and 
prevention),  and  its  potential  for  helping  us  understand  other  rheumatic 
diseases.    Lyme  disease  seems  to  fit  a  pattern  that  applies  to  other 
rheumatic  diseases  as  well:    stimulation  by  infectious  agents  of  an 
inappropriate  immune  response  that  leads  to  chronic  disease  in 
genetically  susceptible  individuals.    The  clues  that  exist  to  identify 
the  cause  or  causes  of  Lyme  arthritis  are  valuable  features  for  studying 
rheumatic  disease. 

Inherited  Connective  Tissue  Diseases 

Osteogenesis  imperfecta,  Ehlers-Danlos  syndrome,  the 
mucopolysaccharidoses,  and  Marfan  syndrome  are  but  a  few  of  the  disorders 
known  collectively  as  inherited  diseases  of  connective  tissue.  Patients 
with  these  diseases  all  exhibit  skeletal  and  joint  abnormalities,  but 
their  outstanding  common  feature  is  the  alteration  of  some  connective 
tissue  element  such  as  collagen,  elastin,  or  mucopolysaccharide  due  to 
an  inborn  error  of  metabolism. 

In  a  study  at  Johns  Hopkins  University*  NI AMDD-s upper ted  scientists 
led  by  Dr.  Leslie  Levin  are  defining  the  broad  clinical  manifestations 
of  osteogenesis  imperfecta.    At  Lousisiana  State  University  a  grantee, 
Dr.  James  A.  Albright,  is  investigating  the  use  of  electrical  stimulation 
to  promote  improved  bone  formation  in  osteogenesis  imperfecta  patients. 
While  this  research  may  have  treatment  potential,  it  is  still  in  its 
early  stage. 

To  date  an  effective  treatment  for  connective  tissue  disorders  has 
not  been  found.    NIAMDD  therefore  supports  an  intensive  program  of  basic 
research  on  connective  tissues,  particularly  collagen. 

Orthopedics  Research  and  Related  Bone  Diseases 

Osteoporosis  is  a  disease  characterized  by  reduced  bone  mass  and 
susceptibility  to  bone  fracture  that  primarily  affects  our  older 
population,  especially  women. 

Dr.  Lawrence  Riggs  and  co-workers  at  the  Mayo  Foundation  have 
recently  initiated  an  epidemiological  project  correlating  age-related 
bone  loss,  osteoporosis,  and  fractures  in  postmenopausal  females.  This 
study  will  characterize  those  postmenopausal  women  who  are  at  highest 
risk  for  fractures  and  bone  loss,  and  therefore  are  candidates  for- 
preventive  therapy. 

Dr.  Louis  L.  Avioli,  Washington  University,  St.  Louis,  has  performed 
a  clinical  study  of  osteoporotic  patients  using  a  pulsed  dosage  of  sodium 
fluoride  in  combination  with  calcium  and  vitamin  D.    Preliminary  results 
showed  a  reduction  in  symptoms  during  a  16-month  evaluation  period. 
This  group  also  evaluated  osteoporotics  treated  with  the  hormone 
calcitonin.    Despite  a  decrease  in  serum  calcium,  there  was  no 
significant  effect  on  bone  density. 
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NIAMDD  research  support  has  been  instrumental  in  the  development 
of  a  major  new  approach  to  the  clinical  management  of  fractures.  This 
technique,  electrical  stimulation  of  bone  formation,  is  based  upon  the 
production  of  an  electrical  current  that  flows  into  the  bone  from  an 
external  energy  source.    Research  to  date  on  this  technique,  as  well 
as  clinical  experience,  has  indicated  that  it  is  apparently  safe 
in  the  short-term  and  effective  for  treating  nonunion  of  fractures, 
failures  in  fusion  surgery,  and  perhaps  congenital  pseudoarthrosis 
(characterized  by  a  false  joint  in  a  weight-bearing  long  bone). 

Joint  Replacement 

Clinical  research  in  artificial  joint  replacement  has  been  making 
rapid  progress  in  recent  years,  with  approximately  120,000  hip 
replacements  and  40,000  knee  replacements  performed  annually.  Short-term 
success  for  these  implants  is  quite  high,  but  the  long-term  prognosis, 
for  10  years  and  beyond,  is  less  certain. 

NIAMDD  supports  multiple  research  projects  dealing  with  the  design 
and  fabrication  of  joint  prostheses,  as  well  as  improvement  of 
biomaterial  components.    A  major  portion  of  the  funding  is  for 
research  on  implant  fixation,  which  seems  to  have  the  most  technical 
problems.    As  all  artificial  internal  joints  are  subject  to  wear  and 
corrosion,  these  processes  can  degrade  the  device's  performance  or  induce 
a  harmful  tissue  reaction,  which  may  lead  to  ultimate  implant  failure. 

TO  better  understand  the  .wear  process,  Dr.  Keith  L.  Markolf  and 
fellow  scientists  at  the  University  of  California,  Los  Angeles,  are 
using  a  multichannel  testing  device  to  determine  the  wear  rates  of 
implant  materials  such  as  polyethylene,  carbon-reinforced  polyethylene, 
Delrin,  and  various  metallic  alloys.    The  test  has  enabled  the  NIAMDD- 
researchers  to  rank  the  wear  characteristics  of  the  most  promising 
implant  materials.    A  new  phase  of  testing  with  nonconforming 
geometric  surfaces  is  now  beginning. 

The  origin  of  crevice  and  pit  corrosion  is  the  subject  of  a  study 
at  Tufts  University,  Massachusetts,  by  NIAMDD-grantee  Dr.  Jonathan  Cohen 
and  associates.    Their  work  so  far  has  led  them  to  implicate  certain 
trace  element  impurities,  such  as  phosphorus,  sulfur,  and  nitrogen, 
as  the  leading  causes  of  corrosion. 

The  greatest  source  of  mechanical  failure  in  artificial  joints  is 
loosening  of  the  cement  attachment  between  the  stem  of  the  device  and 
the  surrounding  bone.    At  the  Hospital  for  Special  Surgery,  New  York 
City,  Dr.  Timothy  Wright  and  his  research  team  are  studying  sound 
emissions  under  normal  loads.    They  expect  to  detect  potential  failures 
by  analyzing  differences  in  these  acoustical  wave  patterns.  This 
approach  will  be  more  accurate  than  current  X-ray  techniques  being  used. 

Infection  is  another  source  of  implant  failure.    Susceptibility  to 
infection  is  being  studied  by  grantee  Dr.  R.  W.  Petty  and  associates  at 
the  University  of  Florida,  using  three  different  bacterial  strains  and 
five  types  of  implants. 


Another  potential  problem  is  an  allergic  reaction  to  the  orthopedic 
appliance.    In  an  NIAMDD-s uppor ted  study  at  Dartmouth  College,  Dr.  K. 
Merritt  and  co-workers  have  used  blood  samples  and  a  leukocyte  migration 
inhibition  technique  to  identify  adverse  tissue  reactions  and  have 
found  that  more  than  10  percent  of  such  patients  exhibit  an  allergic  response. 

Outlook 

These  are  just  a  few  examples  of  many  ongoing  studies  in  arthritis, 
rheumatic  diseases  and  related  disorders,  including  bone  diseases  and 
joint  replacement,  that  are  supported  by  NIAMDD.    Clearly,  the  return  on 
this  research  investment  is  substantial,  since  discoveries  relevant  to 
one  disease  may  help  to  advance  our  knowledge  about  a  wide  range  of 
other  musculoskeletal  or  arthritic  conditions  and  our  ability  to  treat 
them. 
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National  Heart,  Lung  and  Blood  Institute 

The  National  Heart,  Lung,  and  Blood  Institute  (NHLBI)  has  strong 
research  interests  in  arthritis  and  related  inflammatory  conditions 
because  their  effects  are  by  no  means  confined  to  the  joints:  the 
connective  tissue  of  the  heart,  lungs,  and  blood  vessels  are  also  subject 
to  attack,  sometimes  with  grave  consequences  for  the  victim. 

Rheumatic  Fever 

Rheumatic  fever,  an  immuniologically  mediated  disorder  that  may 
occur  after  infections  with  type  A  beta  hemolytic  streptococci,  may 
produce  inflammation  of  the  heart  (carditis)  and  permanent  damage  to  one 
or  more  heart  valves. 

Although  we  know  that  prompt  detection  and  eradication  of  the 
antecedent  strep  infection  can  nearly  always  forestall  the  development 
of  rheumatic  fever,  we  know  much  less  about  the  inflammatory  response 
that  untreated  or  inadequately  treated  strep  infections  may  set  in  motion. 

Primary  preventive  efforts  may  be  hampered  by  the  fact  that  not 
every  strep  infection  capable  of  producing  rheumatic  fever  also  produces 
symptoms  sufficiently  noticeable  or  troublesome  to  send  the  affected 
individual  to  his  doctor.    And,  while  recurrent  rheumatic  fever  episodes 
can  usually  be  prevented  by  continuous  antibiotic  prophylaxis,  not 
everyone  once  stricken  is  willing  or  able  to  go  to  any  great  lengths  to 
see  that  it  doesn't  happen  again.    Thus  there  is  continued  need  to 
define  more  fully  the  nature  of  the  inflammatory  reaction  in  rheumatic 
fever  episodes  if  we  develop  more  effective  means  of  protecting  the 
heart  from  damage  when  such  episodes  occur. 

Collagen  Disorders 

The  lungs  are  particularly  vulnerable  to  so-called  collagen 
disorders  because  connective  tissue,  their  chief  target,  makes  us  more 
than  a  quarter  of  total  lung  mass.    Moreover,  to  a  greater  degree  than 
with  most  organs,  connective  tissue  is  a  major  determinant  both  of  lung 
structure  and  lung  function. 

Though  it  mainly  attacks  peripheral  joints,  rheumatoid  arthritis 
is  a  fairly  common  cause. of  pulmonary  disorders  as  well.    Indeed,  in 
some  instances  pulmonary  manifestations  may  actually  precede  clinical 
evidence  of  joint  involvement. 

The  most  common  pulmonary  manifestations  of  rheumatoid  arthritis 
are  pleurisy,  sometimes  accompanied  by  pleural  effusions  that  may  require 
repeated  aspirations,  and  irregularly  dispersed  lung  nodules.  The 
latter  usually  cause  no  symptoms  and  require  no  specific  treatment, 
but  may  easily  be  mistaken  on  X-rays  as  indicating  malignancies  or 
other  serious  lung  conditions. 

Other  pulmonary  manifestations  may  include  pneumonitis  or 
inflammation  of  the  smaller  blood  vessels  of  the  lung.    The  former  may 
lead  to  widespread  scarring  of  the  lungs  and  to  potentially  serious 
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impairment  of  respiratory  function.    The  latter  may  cause  hypertension 
in  the  pulmonary  circulation,  possibly  resulting  in  right-heart 
enlargement  or  failure. 

Systemic  lupus  erythematosus  (SLE)  affects  the  lungs  and  pleura 
with  greater  frequency  than  do  any  of  the  other  collagen  diseases. 
Among  patients  with  severe  cases  of  SLE,  50  to  70  percent  may  develop 
associated  lung  problems. 

Pulmonary  manifestations  may  include  pleurisy  (with  or  without 
effusions),  diffuse  interstitial  disease,  collapse  of  the  lung 
(atelectasis),  and  dysfunction  of  muscles  of  the  diaphragm.  Severe 
kidney  damage  that  may  occur  with  SLE  can  also  lead  to  fluid  accumulation 
in  the  lungs  (uremic  pulmonary  edema). 

Blood  vessels  are  principal  targets  of  certain  of  the  collagen 
disorders.    Collectively  called  vasculi tides,  these  diosrders  include 
polyarteritis  nodosa  and  systemic  necrotizing  vasculitis. 

They  affect  chiefly  small  and  medium-sized  arteries,  causing  focal 
patches  of  inflammation  in  the  blood-vessel  wall.    However,  discrete 
foci  of  inflammation  may  e  widespread  throughout  affected  vessels. 

The  inflammation  may  weaken  the  blood-vessel  wall  at  affected 
sites,  predisposing  to  the  development  of  balloned-out  segments 
(aneurysms)  that  pose  the  threat  of  rupture  and  resultant  hemorrhage. 
Inflammation  sites  may  also  provoke  the  formation  of  intravascular 
blood  clots  or  cellular  and/or  connective  tissue  prolieration,  any 
of  which  may  partially  or  completely  occlude  the  blood  channel  of 
affected  arteries  and  impede  or  cut  off  bloodflow  to  the  tissues  that 
they  supply. 

The  most  serious  symptoms  of  these  diseases  usually  relate  to 
blood  deprivation  due  to  hemorrhage  or  arterial  occlusion.    As  the  blood- 
vessel lesions  may  occur  almost  anywhere  in  the  finer  branches  of  the 
circulatory  system,  almost  any  organ  or  tissue  may  be  affected  and  so 
symptoms  can  be  bewildering  in  their  diversity  and  comlexity.    The  one 
thing  that  most  cases  of  these  diseases  usually  have  in  common  is  a  fatal 
outcome. 

Though  oriented  primarily  toward  the  cardiopulmonary  manifestations 
of  collagen  diseases,  NHLBI  research  on  these  and  related  disorders 
in  general  parallels  that  of  other  NIH  institutes  concerned  with 
immunologically  mediated  diseases. 

NHLBI  supports  and  conducts  studies  on  antigens  and  the  antibody 
responses  they  provoke;  autoimmune  phenomena,  in  which  the  body's 
immunological  defenders  may  be  induced  to  turn  on  its  own  tissues; 
circulating  immune  complexes,  inflammatory  cells,  their  cargo  of 
immunological  substances,  and  factors  causing  them  to  proliferate  and 
swarm  to  this  or  that  tissue  site;  and  the  mechanisms  whereby  various 
components  of  the  immune  system  produce  inflammation  and  tissue  :in}ury 
in  various  disease  states.  '  *> 

The  findings  of  such  research  may  well  have  relevance  to  the 
prevention  and  treatment  of  a  much  wider  spectrum  of  diseases  than  those 
discussed  in  this  report. 
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National  Institute  of  Allergy  and  Infectious  Diseases 


The  extramural  and  intramural  programs  of  the  National  Institute  of 
Allergy  and  Infectious  Diseases  (NIAID)  participate  in  several  areas  of 
investigations  to  further  the  understanding  of  arthritis-related  diseases 
and  to  effect  progress  in  their  treatment.    Research  data  from  these 
programs  have  now  been  translated  into  clinically  applicable  advances. 

Major  targets  of  arthritis-related  research  are  concerned  with 
immunogenetics  and  the  functioning  of  the  immune  system  in  health  and 
disease.    NIAID-supported  studies  relevant  to  arthritis  include  research 
on  typing  of  genetic  markers  known  as  HLA  antigens,  as  well  as  continuing 
investigations  of  juvenile  and  adult  rheumatoid  arthritis,  systemic 
lupus  erythematosus,  Reiter's  syndrome,  ankylosing  spondylitis,  and  the 
vasculitides. 

International  collaboration  sponsored  by  NIAID  contracts  and  grants 
has  improved  and  standardized  the  typing  of  HLA  antigens  found  on  white 
blood  cells.    Through  the  application  of  HLA  typing,  individuals  may  now 
be  characterized  for  their  relative  risk  of  acquiring  a  particular 
disease,  such  as  rheumatoid  arthritis  or  ankylosing  spondylitis. 

Persons  with  a  genetic  marker  called  HLA-Dw4  have  been  shown  to  have 
a. six  times  greater  likelihood  than  normal  of  developing  rheumatoid 
arthritis.    The  ability  to  identify  such  predisposed  persons  with  this 
marker  will  make  it  possible  to  determine  the  roles  of  viruses  and  other 
factors  that  may  trigger  the  development  of  rheumatoid  arthritis.  This 
marker  is  thought  to  be  related  to  hereditary  factors  that  regulate  the 
immune  response.    Investigators  are  studying  the  mechanisms  by  which 
a  single  gene  inherited  from  either  parent  cause  such  predisposition. 
Surprisingly,  the  HLA-Dw4  antigen  is  not  associated  with  rheumatoid 
arthritis  in  black  Americans,  and  work  is  under  way  to  find  the  marker 
associated  with  the  disease  in  this  population  segment. 

A  new  treatment  for  rheumatoid  arthritis  that  involves  radiotherapy 
to  abdominal  lymphoid  tissues  has  been  developed  for  patients  with 
severe  rheumatoid  arthritis  that  is  unresponsive  to  therapy.    In  a 
small,  the  disease  status  of  several  patients  has  been  significantly 
improved  for  as  long  as  6  to  18  months,  with  no  serious  side-effects  due 
to  the  radiotherapy.    This  study  is  being  expanded  to  establish  its 
efficacy. 

Research  on  systemic  lupus  erythematosus  (SLE) ,  which  affects 
approximately  500,000  Americans,  has  recently  been  directed  toward  the 
understanding  of  the  immunologic  mechanisms  and  genetic  factors  involved. 
A  new  approach  to  treatment  by  immunologic  methods  (plasmapheresis 
and  total  lymphoid  irradiation)  rather  than  by  drugs  has  been  a 
significan  development.    Genetic  studies  to  identify  susceptibility  in 
individuals  before  they  develop  the  disease  have  obvious  preventive 
implications. 

Grant-supported  investigations  of  arthritis  in  SLE  patients  are 
focused  on  factors  responsible  for  the  inflammation  that  causes  damage 
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to  the  tissues  of  joints  and  organs  as  well  as  on  methods  for 
the  control  of  this  inflammation.    One  grantee  has  discovered  a  new 
blood  protein,    1-H  globulin,  which  combines  with  an  active  complement 
protein  and  prevents  it  from  producing  inflammation.    This  finding  may 
allow  development  of  methods  to  control  complement-induced  inflammation 
in  SLE  patients. 

Epidemics  of  Shigella  are  being  followed  closely  to  determine  1 ) 
which  strains  of  this  bacterium  may  be  associated  with  Reiter*  syndrome, 
2)  the  risk  of  developing  this  disease  for  persons  who  have  the  HLA-B27 
antien,  and  3)  the  nature  and  extent  of  the  infection.    The  relationship 
of  blood  type  and  a  preceding  bacterial  infection  to  the  subsequent 
development  of  Reiter's  syndrome  may  shed  light  on  the  disease  processes 
involved  in  the  development  of  other  forms  of  arthritis. 

Genetic  markers  associated  with  the  immune  respone  have  been  found 
not  only  in  patients  with  Reiter's  syndrome  but  also  in  those  with 
ankylosing  spondylitis.    Thus  researchers  believe  that  the  body's  immune 
system  may  have  a  causal  role  in  both  of  these  diseases.    It  has  now 
been  determined  that  patients  with  ankylosing  spondylitis  have  a  90 
percent  likelihood  of  having  the  HLA-B27  antigen,  whereas  only  5  percent 
of  normal  individuals  have  HLA-B27.    Studies  of  patients  with 
ankylosing  spondylitis  are  under  way  to  discover  whether  this  antigen, 
which  is  involved  in  the  immune  response,  may  be  a  receptor  for  a 
common  bacterium. 

In  NIAID's  intramural  program,  treatment  schedules  have  been 
established  for  the  vasculitic  syndromes  and  other  immune-mediated 
inflammatory  diseases.    Cyclophosphamide,  used  to  treat  severe  systemic 
necrotizing  vasculitis,  has  produced  a  remission  rate  of  90  percent  or 
more  in  patients  with  Wegener's  granulomatosis.    In  addition,  the 
mechanisms  of  altered  immunologic  reactions  in  juvenile  and  adult 
arthritis,  systemic  lupus  erythematosus,  and  rnixd  connective  tissue 
disease  are  under  investigation. 


National  Institute  of  Dental  Research 


Investigators  at  the  National  Institute  of  Dental  Research  (NIDR) 
have  traced  some  of  the  inflammation  in  painful  joints  of  people  with 
rheumatoid  arthritis  to  a  chemical  secreted  by  wandering  cells  called 
macrophages.    Usually  macrophages  protect  the  body  from  bacteria  and 
remove  waste  products,  but  sometimes  they  are  stimulated  to  secrete 
substances  that  trigger  unwanted  reactions  in  other  types  of  nearby  cell 

Drs.  S.  B.  Mizel  and  S.  E.  Mergenhaen  of  the  Laboratory  of 
Microbiology  and  Immunology,  NIDR,  and  Drs.  J.  M.  Dager  and  S.  Krane 
of  the  Massachusetts  General  Hospital,  Boston,  report  that  stimulated 
macrophages  produce  interleukin  I,  a  hormone-like  substance  that 
activates  certain  white  cells  (lymphocytes)  which  bring  about  a 
number  of  immune  responses  in  the  body.    Interleukin  I  likewise  causes 
the  synovial  cells  that  line  the  joints  to  produce  an  enzyme  wich  breaks 
dwon  collage,  the  basic  protein  in  connective  tissue.    This  polypetide 
also  stimulates  the  synovial  cells  to  secrete  various  prostaglandins 
(also  hormone-like)  that  inflame  and  degrade  the  joint. 
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National  Institute  of  General  Medical  Sciences 


The  National  Institute  of  General  Medical  Sciences  (NIGMS)  supports 
research  and  research  training  in  basic  biomedical  fields  that  undergird 
disease-specific  initiatives  of  othe  NIH  Institutes,  such  as  research 
on  arthritis  and  related  bone  diseases. 

Under  NIAGMS  genetics  research  center  grant,  Dr.  A.  G.  Motulsky 
and  his  colleagues  at  the  University  of  Washington,  Seattle,  are 
conducting  a  long-term  study  of  patients  with  congenital  multiple 
limitation  of  joint  movement  arthrogryposis  and  are  also  pursuing 
studies  of  patients  with  abnormal  development  of  cartilage  drodystrophies 
and  short  stature. 

At  the  NIGMS-supported  Genetics  Research  Center  at  the 
University  of  California,  San  Diego,  Dr.  J.  E.  Seegmiller  and 
his  associates  are  investigating  factors  affecting  the  rate  of  purine 
synthesis  in  patients  with  gout. 

A  number  of  NIG  MS  grantees,  under  the  Institute's  Physiology  and 
Biomedical  Engineering  Program,  are  working  on  manmade  materials  for  use 
in  repair  of  hard  and  soft  tissue.    For  example,  at  the  Massachusetts 
Institute  of  Technology,  Dr.  Robert  M.  Rose  is  studying  the  structure 
of  polyethylene  a  material  used  in  joint  prosthetic  devics — to  find 
ways  to  improe  its  wear  characteristics.    Dr.  L.  L.  Hench,  at  the 
University  of  Florida,  has  developed  "Bioglass,"  a  hard-tissue  substitute 
that  his  tests  indicate  is  nontoxic,  and  that  could  develop  into  an 
inportant  stabilizer  for  joint  implants — particularly  hip  joint 
replacements.    And  at  the  Cleveland  Clinic  Foundaton,  Dr.  A  Seth  Greenwald 
is  working  with  a  different  implant  material  with  a  porous  coat  designed 
to  allow  new  bone  growth  into  the  implanted  joint  to  hold  it  firmly 
in  place. 

Division  of  Research  Resources 


NIH's  General  Clinical  Research  Center  (GCRC)  program, 
supported  by  the  Division  of  Research  Resources,  is  comprised  of  75 
specialized  centers  in  major  hospitals  throughout  the  United  States 
where  more  than  3,000  protocols  are  pursued  annually  by  clinical 
researchers.    The  program  supports  80  percent  of  the  research  inpatient 
care  for  the  NIH  categorical  Institutes.    In  addition,  an  extensive 
outpatient  activity  is  conducted  within  the  existing  centers.^  The  range 
of  studies,  both  inpatient  and  outpatient,  varies  from  metabolism  to 
organ  transplantation. 

Arthritis  and  Related  Musculoskeletal  Diseases 

The  GCRCs  are  involved  in  clinical  investigations  of  arthritis  and 
arthritis-related  disorders.    There  are  97  projects  under  investigation  at 
46  centers.    One  of  the  more  conclusive  protocols  in  the  past  year  has 
been  on  the  extensive  characterization  of  Lyme  arthritis.    Among  many 
other  protocols  at  the  centers,  there  has  been  an  emphasis  on  testing 
the  effects  of  thoracic  duct  drainage  and  plasmapheresis  on  the  course 
of  rheumatoid  arthritis. 
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OFFICE  OF  THE  ASSISTANT  SECRETARY  FOR  HEALTH 
National  Center  for  Health  Statistics 
ARTHRITIS 


Osteoarthritis  and  disc  degeneration  of  the  spine  are  major 
causes  of  disability  in  terms  of  limitation  of  activity  and 
mobility    among  many  people.     The  total  extent  of  this  problem 
in  this  country  has  not  been  determined  previously.     The  Nation- 
al Health  and  Nutrition  Examination  Survey  has  obtained  x-rays 
of  the  cervical  and  lumbar  spine  among  adults  25-74  years  of  age 
(the  lumbar  x-rays  for  women  are  limited  to  those  50-74  years) 
which  are  being  interpreted  by  experts  in  arthritis.     From  these 
x-ray  interpretations,  the  physical  examination  findings,  and  the 
medical  history, the  total  prevalence  and  severity  of  osteoarthri- 
tis and  disc  degeneration  of  the  cervical  and  lumbar  spine  in  the 
adult  population  will  be  determined  for  the  first  time. 

During  1976  the  National  Health  Interview  Survey  collected 
data  on  musculoskeletal  conditions  in  the  civilian,  noninstitu- 
tionalized  population  of  the  United  States.     The  estimated  num- 
ber of  conditions  of  arthritis  was  24,573,000  or  116.7  conditions 
per  1,000  persons.     Twenty-three  percent  of  these  conditions 
caused  limitation  of  activity,  9.7  percent  caused  one  or  more 
bed  days  in  the  past  year,  and  50  percent  caused  one  or  more 
physician  visits  in  the  past  year.     Two  hundred  and  seventy- 
nine  thousand  of  the  total  24,573,000  conditions  were  for  osteo- 
arthritis and  allied  conditions.     Arthritis  data  were  also  col- 
lected in  the  1978  and  1979  surveys. 
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BURN  CENTERS 
Obligations 


1973  1979  1980  1981  1982 

Actual  Actual  Actual  Estimate  Estimate 

Public  Health  Service: 

National  Institutes  of 
Health; 
National  Institute 
of  General  Medical 

Sciences!/  $  8,683,000  $10,192,000  $11,886,000  $12,500,000  $13,000,000 


Health  Services 
Administracion ; 
Emergency  Medical 
Services  Contracts 

(Section  1221)   3,505,332       3,689,676       3,000,000£/       -0-  -0- 


Health  Resources 
Admin istrationT" 
Bureau  of  Health 

Professions   389,292  404,175  541,379  88  ,932  -0- 

Buveau  of  Health 

Facilities  Financing.        -0-  -0-  i/  2/  2/ 

Total,  HRA   389,292  404,175  541,379  88  ,932  -0- 


TOTAL,   PHS  $12,577,624  $14,285,851  $15,427,379  $12,  588,932  $13,000,000 


i/  Obligations  for  burn  and  trauma  research  programs. 

U  Section  1221A  expanded  authority  now  includes,   in  addition  to  Burn 
Injuries,  Trauma  and  Poison  Injuries  Programs. 

_>   Obligations  cannot  be  identified  for  Burn  Center  activity. 
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PUBLIC  HEALTH  SERVICE 
BURN  CENTERS 
Burn  and  Trauma  Research 


Trauma,  including  burn  injury,   is  the  leading  cause  of  death 
in  persons  one  to  forty-four  years  of  age  and  the  fourth  leading 
cause  of  death  in  all  age  groups.    Well  over  100,000  lives  are 
lost  each  year  to  accidental  injuries  and  another  400,000  persons 
suffer  some  form  of  permanent  physical  disability.     Burn  injury 
is  a  special  form  of  trauma.     Each  year  more  than  two  million 
Americans  are  burned,  75,000  severely  enough  to  require  hospital- 
ization.   One-third  of  these  burn  victims  are  children  under  age  15 
Annually,  10,000  burn  victims  die,  making  burn  injury  the  third 
leading  cause  of  accidental  death  in  the  United  States. 

Extensive  trauma  and  severe  burns  involving  30  percent  or 
more  of  the  total  body  surface  are,  at  once,  dangerous,  destructive 
and  disfiguring.     In  the  immediate  24-hour  period  after  such 
injury,  a  cascade  of  systemic  pathologic  responses  is  precipitated 
that  frequently  is  prolonged  and  often  culminates  in  respiratory 
and  cardiovascular  collapse,  metabolic  dysfunction,  kidney  fail- 
ure, and/or  overwhelming  infection,  all  of  which  may  lead  to 
death.     Among  surviving  patients,  hypertrophic  scarring,  skin 
contractures,  and  the  loss  of  joint  motion  can  result  in  extreme 
disfigurement  and  physical  disabilities,  accompanied  by  severe 
psychological  stress  and  the  need  for  extensive  rehabilitative 
efforts . 

The  major  problem  facing  research  scientists  in  this  field  is 
the  absence  of  an  adequate  understanding  of  the  mechanisms  that 
underlie  the  complications  following  severe  injury  and  burns.  To 
date,  relatively  little  is  known  about  the  basic  molecular, 
biochemical,  physiologic,  and  endocr inologic  dysfunctions  that 
occur  when  the  total  body  milieu  is  disorganized  by  severe  injury. 
Moreover,  researchers  working  in  this  area  have,  for  the  most 
part,  been  unsuccessful  in  discovering  new  research  opportunities 
which  might  lead  to  the  knowledge  needed  for  future  breakthroughs. 
Evidence  of  this  is  provided  by  the  relatively  small  number  of 
research  grant  proposals  received  in  the  burn  and  trauma  area 
each  year. 

Despite  the  obstacles  involved,  the  National  Institute  of 
General  Medical  Sciences  (NIGMS)  is  committed  to  strong  efforts 
to  encourage  research  and  research  training  through  its  burn  and 
trauma  program.     This  commitment  is  reflected  in  periodic  announce- 
ments to  the  scientific  community  soliciting  applications  in  this 
area,  the  most  recent  of  which  was  published  in  the  NIH  Guide  to 
Grants  and  Contracts  in  November  1979.     During  the  past  14  years, 
a  total  of  over  $80  million  has  been  expended  by  the  Institute  on 
burn  and  trauma  research  activities;  and  it  is  currently  estimated 
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that  $13  million  will  be  obligated  for  this  purpose  in  FY  1982, 
a  slight  increase  over  the  $12.5  million  estimate  for  FY  1981. 
This  includes  support  for  investigator-initiated  research  pro- 
jects, research  center  grants,  research  career  development  awards, 
and  both  individual  and  institutional  fellowship  awards. 

While  the  NIGMS  has  the  leading  responsibility  at  NIH,  it  is 
not  the  sole  supporter  of  burn  and  trauma  activities.  Other 
institutes  support  a  significant  number  of  studies  in  this  and 
closely  related  areas.     The  National  Heart,  Lung,  and  Blood 
Institute,  for  example,  supports  projects  on  shock  and  on  pul- 
monary failure,  while  the  National  Institute  of  Arthritis, 
Metabolism  and  Digestive  Diseases  has  a  program  related  to  bone 
fracture  and  wound  healing.     In  addition,  studies  of  host  defense 
mechanisms  against  infection  (a  frequent  cause  of  death  in  trauma 
patients)  are  an  important  part  of  the  research  program  of  the 
National  Institute  of  Allergy  and  Infectious  Diseases;  and  the 
National  Institute  of  Neurological  and  Communicative  Disorders 
and  Stroke  supports  a  large  research  program  related  to  nervous 
system  trauma  such  as  spinal  cord  and  head  injury. 

Research  alone,  of  course,   is  not  enough.     The  key  to  achiev- 
ing improved  morbidity  and  mortality  statistics  on  a  nationwide 
basis  ultimately  lies  in  the  quality  and  availability  of  special- 
ized patient  care  facilities.     Federal  responsibility  for  activities 
in  this  area  rests  with  the  Health  Services  Administration  (HSA), 
another  component  of  the  Public  Health  Service.     The  Emergency 
Medical  Services  (EMS)  program  of  the  HSA  has  contributed  signif- 
icantly to  the  care  and  treatment  of  severely  injured  patients 
through  its  support  of  a  network  of  emergency  medical  services 
systems,  which  incorporate  such  activities  as  the  training  of 
paramedics,  the  upgrading  of  transportation  systems,  and  the 
improvement  of  emergency  room  facilities.     Over  the  past  three 
years  the  EMS  program  has  been  responsible  for  the  support  of  a 
series  of  burn  demonstration  projects,  funded  through  the  con- 
tract mechanism.     Two  major  goals  of  this  activity  have  been  to: 
(1)  evaluate  hospital  care  provided  to  burn  victims  and   (2)  make 
cost  analyses  regarding  such  care.     A  final  report  emanating 
from  the  EMS  burn  demonstration  program  is  scheduled  for  completion 
in  the  second  quarter  of  FY  1981. 
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NATIONAL  INSTITUTES  OF  HEALTH 
National  Institute  of  General  Medical  Sciences 
BURN  AND  TRAUMA  RESEARCH 


Research  over  the  past  decade  has  produced  important  advances 
in  supportive  therapy  for  burn  patients.    Moreover,  at  highly 
specialized  trauma  and  burn  research  centers,  aggressive  treat- 
ment of  major  burns  by  early  excision  and  wound  closure  has  reduced 
mortality  rates  by  one  third  to  one  half  in  patients  under  70,  has 
markedly  reduced  hospital  stays,  and  has  greatly  decreased  the 
amount  of  followup  reconstructive  surgery  needed  to  correct  exten- 
sive scarring  and  skin  contractures  that  limit  joint  motion. 
Nevertheless,  burn  injuries  remain  a  serious  national  problem. 

Within  the  Federal  Government,  the  National  Institutes  of 
Health,  with  the  National  Institute  of  General  Medical  Sciences 
(NIGMS)  as  the  lead  supporting  unit,  has  the  major  responsibility 
for  research  and  research  training  related  to  the  biomedical 
aspects  of  burn  injury.     In  these  efforts,  NIGMS  collaborates  with 
the  Health  Services  Administration  and  with  other  health  agencies. 

Through  a  variety  of  research  support  activities,  NIGMS  seeks 
to  expand  knowledge  of  the  fundamental  physiological  mechanisms 
underlying  body  responses  to  burn  injury,  with  the  ultimate  goal 
of  saving  lives,  speeding  recovery  of  patients,  lessening  subse- 
quent disability,  and  improving  cosmetic  results. 

The  Institute  currently  funds  nine  highly  specialized  trauma 
and  burn  research  centers,  located  in  Boston,  New  York  City  (two), 
Albany,  N.Y.,  Salt  Lake  City,  San  Francisco  (two),  Seattle,  and 
Dallas.     (The  Boston  and  Dallas  centers  concentrate  entirely  on 
study  of  burn  injuries.)     In  these  special  research  centers,  basic 
scientists,  working  in  such  fields  as  biochemistry,  physiology, 
and  immunology,  collaborate  with  medical  specialists  in  trauma- 
burn  care.    Their  collaborative  efforts  make  possible  the  immedi- 
ate application  of  research  advances  to  bedside  care  of  severely 
injured  patients. 

Among  the  trauma  and  burn  centers,  there  is  considerable  col- 
laboration in  research  training  of  postdoctoral  fellows — an  area 
of  great  concern  to  NIGMS  because  of  the  shortage  of  trained  in- 
vestigators in  the  trauma-burn  field.  Five  of  the  nine  research 
center  directors  are  also  directors  of  National  Research  Service 
Award  postdoctoral  training  programs,  and  these  centers  exchange 
postdoctoral  fellows  in  an  attempt  to  broaden  trainees'  knowledge 
and  experience. 

In  addition  to  the  trauma  and  burn  centers,  NIGMS  funds  three 
program-projects  (broad  programs  of  research  in  the  trauma-burn 


328 


area)  and  69  regular  research  projects  on  various  aspects  of 
trauma-burn  injury  at  institutions  throughout  the  country. 

Research  Highlights  in  FY  1980 

•  Wound  healing.    The  body's  metabolic  response  to  wounds, 
including  those  factors  that  inhibit  or  induce  biological  repair, 
is  by  no  means  completely  understood. 

At  the  University  of  California,  San  Francisco,  Dr.  Thomas 
Hunt  heads  one  of  two  new  trauma  and  burn  research  centers  for 
which  NIGMS  initiated  support  in  Fiscal  Year  1980. 

Dr.  Hunt  has  devoted  several  decades  to  the  study  of  wound 
healing,  and  he  and  his  associates  will  continue  to  concentrate 
their  efforts  in  this  area,  The  role  of  collagen  in  wound  repair, 
the  nutritional  needs  of  the  severely  injured  patient,  the  cru- 
cial role  of  the  injured  and  reconstructed  vascular  system,  the 
signals  that  cause  inflammatory  cells  to  move  into  a  wound — all 
these  are  important  problems  Dr.  Hunt  and  his  group  expect  to 
pursue. 

Important  studies  of  the  role  of  collagen  in  hypertrophic 
scar  formation  and  severe  contractures  of  burned  skin  are  being 
carried  out  at  the  NIGMS-supported  burn  research  center  at  Harvard, 
directed  by  Dr.  John  F.  Burke.     Dr.  Burke  and  his  associates  are 
using  laser  light  scattering  apparatus  (procured  with  support  from 
the  National  Science  Foundation)  to  examine  the  way  collagen  mol- 
ecules are  assembled  into  fibrils  that  form  a  lattice  deposited 
in  healing  skin.     Understanding  the  manner  in  which  this  process 
occurs  is  basic  to  understanding  the  differences  between  normal 
and  healed  or  scarred  skin,  and  may  ultimately  lead  to  achievement 
of  better  cosmetic  results  in  wound  healing. 

•  Smoke  inhalation.     Damage  to  the  pulmonary  system  by  smoke 
inhalation  is  often  not  clinically  apparent  during  the  immediate 
post-burn  period,  and  insidious  respiratory  failure  may  ensue. 

At  the  NIGMS-supported  burn  research  center  at  the  University 
of  Texas  Health  Sciences  Center  in  Dallas,  Dr,  Charles  Baxter  and 
his  colleagues  are  investigating  techniques  to  detect  early  pul- 
monary changes  in  patients  with  suspected  smoke  inhalation  injury. 

Serial  spirometric  (breathing  measurement)  studies  in  patients 
with  and  without  clinical  evidence  of  smoke  inhalation  have  indi- 
cated that  both  restrictive  and  obstructive  defects  exist  in  in- 
halation-injured patients  on  hospital  admission,  but  not  in  burned 
patients  without  inhalation  injury.     More  sophisticated  tests  that 
were  simultaneously  performed  did  not  add  to  the  predictive  value 
of  spirometry.     It  thus  appears  that  spirometry  is  one  of  the  very 
few  useful  techniques  for  accurate  evaluation  of  pulmonary  changes 
in  patients  in  whom  smoke  inhalation  injury  is  suspected. 

In  conjunction  with  the  spirometric  studies,  Dr.  Baxter  and 
his  group  have  completed  the  first  prospective  study  to  determine 
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the  usefulness  of  X-ray  findings  in  diagnosis  of  smoke  inhalation. 
Clinical  evidence  of  smoke  inhalation  did  not  correlate  with  the 
development  of  chest  X-ray  abnormalities. 

In  view  of  these  findings,  the  investigators  feel  that  much 
more  work  is  needed  to  develop  better  methods  for  detecting 
early  signs  of  smoke  damage. 

At  the  NIGMS  burn  and  trauma  center  at  the  University  of  Wash- 
ington, Seattle,  Dr.  C.  James  Carrico  and  his  associates  have  de- 
veloped an  animal  model  of  pulmonary  injury  from  smoke  inhalation. 
Studies  of  the  pathological  and  physiological  abnormalities 
caused  by  smoke  inhalation  in  the  animal  model  should  in  the  future 
help  doctors  identify  those  patients  most  likely  to  develop  pul- 
monary complications.     Animal  testing  of  therapeutic  measures, 
including  administration  of  drugs,  should  ultimately  lead  to  im- 
proved clinical  care. 

•  Studies  of  metabolism.     In  the  past  10  years,  intravenously 
infused  glucose  has  become  widely  used  in  nutritional  support  of 
hospitalized  burn  patients.     However,  recent  studies  by  NIGMS-sup- 
ported  investigators  have  provided  important  information  on  potential 
dangers  in  glucose  administration. 

At  the  Harvard  burn  research  center,  investigators  have  de- 
veloped and  validated  a  new  tracer  technique  that  permits  quanti- 
tation of  glucose  metabolism  in  burn  patients  without  subjecting 
them  to  hazards  associated  with  the  administration  of  radioactive 
tracers.     These  investigators  have  found  that  less  than  half  of  the 
glucose  infused  in  patients  is  used  for  energy,  and  that  the  per- 
centage falls  as  the  infusion  rate  is  increased  to  levels  approx- 
imating those  used  clinically. 

The  predominant  fate  of  the  glucose  that  is  not  used  for 
energy  is  conversion  to  fat— a  process  felt  to  have  several  detri- 
mental effects.     For  one  thing,  fat  has  been  shown  to  accumulate 
in  the  liver,  probably  impairing  liver  function.     Moreover,  the 
extra  energy  expenditure  associated  with  fat  synthesis  could  raise 
the  metabolic  rate  as  much  as  35%,  thus  diminishing  the  desired 
effect  of  the  calories  supplied  by  the  infused  glucose. 

Perhaps  of  greater  concern  is  the  fact  that  carbon  dioxide 
production  is  increased  to  a  much  greater  extent  than  the  metabolic 
rate,  as  a  consequence  of  fat  synthesis  from  glucose.     The  Boston 
investigators  found  that  conventionally  used  glucose  infusion 
rates  can  in  fact  double  the  rate  of  carbon  monoxide  production. 
This  places  an  extra  ventilatory  load  on  the  patient — and  in  the 
burn  patient  with  respiratory  injury  this  can  be  a  severe  problem. 

Additionally,  the  Boston  researchers  have  found  that  pharma- 
cologic doses  of  glucose  cause  disruption  in  the  normal  profile 
of  plasma  substrates — most  notably,  free  fatty  acids — and  a  low 
level  of  free  fatty  acids  in  plasma  has  been  found  to  impair  the 
synthesis  of  pulmonary  surfactant  (a  protective  substance  active 
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on  the  surface  of  the  lung). 

These  studies  have  provided  theoretical  and  experimental  ev- 
idence that  favors  giving  calories  to  burn  patients  in  the  form 
of  a  mixture  of  carbohydrate  and  fat — something  that  seems  intui- 
tively reasonable,  but  has  frequently  not  been  practiced  clinically. 

•  Skin  replacement.     A  patient  with  extensive  burns  is  under 
serious  risk  until  all  dead  tissue  is  removed  and  the  burn  wound 
is  closed  with  living  skin.    Often,  tissue  must  be  grafted  from 
other  sources  until  enough  skin  can  be  obtained  from  the  patient's 
own  donor  sites  to  cover  the  wound.    Moreover,  to  prevent  early 
rejection  of  foreign  tissue,  the  patient  must  be  "immunosuppressed" 
with  powerful  drugs  that  pose  a  threat  in  themselves  because  they 
lower  resistance  to  infection. 

For  the  past  10  years,  Dr.  I.V.  Yannas  and  his  colleagues  at 
the  Massachusetts  Institute  of  Technology  have  collaborated  with 
Harvard's  Dr.  John  Burke  to  develop  an  "artificial  skin" — -a  semi- 
synthetic membrane  that  could  be  used  instead  of  donor  grafts  to 
close  full-thickness  wounds.     The  fruit  of  their  efforts  is  a 
material  that  combines  a  top  layer  of  silicone  with  an  underlayer 
fabricated  from  a  collagen-glycosaminoglycan  graft  copolymer. 
The  silicone  layer  acts  as  a  transparent  barrier  that  prevents 
fluid  loss  and  infection.     The  collagen-GAG  underlayer  is  a  highly 
porous  membrane  that  serves  as  a  template  for  synthesis  of  con- 
nective tissue  as  the  wound  heals.     This  underlayer  is  nonsensi- 
tizing  and  therefore  does  not  require  immunosuppression  to  pre- 
vent rejection. 

The  new  artificial  skin  has  been  successfully  tested  in 
animal  grafts,  and  Dr.  Burke  and  his  associates  are  now  using  it 
on  patients  following  surgical  excision  of  massive  burns.  The 
new  material  (which  can  be  stored  on  the  shelf)  lasts  up  to  50 
days  following  grafting.     It  is  then  spontaneously  jettisoned  by 
the  epithelialized  scar  tissue  that  has  formed  underneath,  as 
part  of  the  healing  process. 

In  another  approach  to  the  problem  of  skin  replacement,  Dr. 
P.  William  Curreri  and  his  associates  at  Cornell  University 
Medical  Center  have  successfully  grown  raultilayered  sheets  o£ 
guinea  pig  epithelial  cells  in  tissue  culture.     These  sheets  can 
be  removed  from  the  bottom  of  the  tissue  culture  vessel  and  made 
to  adhere  to  pigskin  or  Biobrane®,  a  synthetic  covering.  Within 
the  next  few  years,  it  appears  that  this  tissue-culture  approach 
—which  is  now  being  pursued  in  several  other  laboratories  as 
well — may  provide  an  important  skin  supply  for  victims  of  massive 
burns . 

•  A  promising  surgical  tool.     At  the  University  of  Washing- 
ton (Seattle)  trauma  and  burn  center,  Drs.  David  Auth  and  David 
Heimbach  have  developed  an  effective  laser-assisted  quartz  scalpel 
that  may  help  significantly  in  early  excision  of  severe  burns. 

In  this  device,  the  intense  beam  of  an  Argon  laser  is  directed 
through  a  fiberoptic  tube  to  the  scalpel  blade,  where  the  beam 
acts  to  stop  bleeding  as  tissue  is  cut.     Experiments  in  animals 
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demonstrate  that  the  laser-assisted  scalpel  performs  with  about 
one-quarter  the  blood  loss  that  occurs  with  use  of  conventional 
methods. 

With  conventional  surgical  tools,  excision  of  dead  tissue 
from  the  severely  burned  leg  of  an  adult  can  sometimes  require 
replacement  of  up  to  5  or  6  pints  of  blood.    This  example  demon- 
strates the  potential  of  the  laser-assisted  scalpel  both  for 
saving  blood  resources  and  for  decreasing  the  hazards  of  multiple 
transfusions  in  already  desperately  ill  patients. 

Special  Projects 

In  November  1978,  NIGMS  held  a  consensus  development  confer- 
ence on  supportive  therapy  in  burn  care.     The  conference  brought 
together  approximately  50  burn  specialists  from  around  the 
country  to  address  critical  issues  in  the  areas  of  fluid  resusci- 
tation of  burn  patients,  control  of  infection,  metabolic  changes, 
effects  of  smoke  inhalation,  and  early  excisional  therapy  of 
burn  wounds.     From  these  discussions,  a  consensus  was  developed 
on  recommendations  for  management  of  patient  care. 

To  communicate  these  recommendations  to  clinicians,  proceed- 
ings of  the  consensus  development  conference  were  published  as  a 
special  supplement  to  the  November  1979  issue  of  the  Journal  of 
Trauma.     The  conference  recommendations  were  also  widely  publicized 
in  articles  in  newspapers  and  magazines  for  medical  audiences  and 
the  general  public. 

In  addition,  to  determine  the  extent  to  which  consensus  de- 
velopment conference  recommendations  have  influenced  current 
practice  of  burn  medicine,  NIGMS  awarded  a  contract  for  study  of 
the  impact  of  these  recommendations  on  the  six  model  burn  care 
demonstration  sites  that  have  been  supported  by  the  Health  Services 
Administration's  Division  of  Emergency  Medical  Services.  (These 
six  demonstration  sites  have  served  the  New  England  States, 
the  Finger  Lakes  and  Upstate  New  York,  Virginia,  Alabama,  Northern 
Texas,  and  California's  San  Diego  and  Imperial  Counties.) 

Preliminary  data  from  the  study  indicate  overwhelming  agree- 
ment with  the  conference  recommendations  and,  even  more  gratify- 
ing, their  widespread  application  in  practice. 

In  October  1980,  the  Institute  sponsored  a  second  conference 
on  supportive  therapy  in  burn  care,  as  a  followup  to  the  consensus 
development  meeting.     At  the  second  conference,  participants  were 
asked  to  discuss  their  current  work,  to  consider  whether  research 
advances  in  the  interim  called  for  modification  of  any  of  the 
earlier  recommendations,  and  to  recommend  future  directions  for 
research . 

Among  research  initiatives  proposed  were: 
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— investigation  of  altered  responses  to  stress  in  elderly 
patients  (several  investigators  emphasized  that  in  patients  over 
70  they  have  had  no  survivors  of  burns  covering  more  than  40%  of 
the  body  surface); 

■ — manipulation  of  nutrition  to  increase  total  serum  protein, 
bolster  immunologic  function,  and  protect  against  infection; 

— exploration  of  the  use  of  drugs  and  other  agents  to  height- 
en some  of  the  body's  immune  responses  in  thermal  injury  and  to 
tone  down  others  that  are  harmful; 

— study  of  thermal  injury  changes  in  certain  body  systems 
that  mediate  immune  and  metabolic  responses  (e.g.,  complement 
and  the  prostaglandins),  and  of  ways  to  block  changes  that  are 
harmful. 

Proceedings  of  the  second  conference,  like  those  of  the  first, 
will  be  published  and  made  widely  available. 

Outlook 

While  it  is  clear  that  great  strides  have  been  made  in  sur- 
gical treatment  and  supportive  therapy  for  burn  patients,  a 
constantly  recurring  theme  among  burn  specialists  is  the  need 
for  more  information  about  changes  at  the  cellular  and  molecular 
levels  following  burn  injury. 

Fortunately,  the  tools  with  which  to  pursue  this  quest— a 
substantial  knowledge  base  and  constantly  developing  new  tech- 
nologies—are now  at  hand. 

New  opportunities  exist  to  gain  understanding  of  immune  mech- 
anisms and  other  defenses  in  thermal  injury,  of  hormonal  mediators 
of  metabolic  change,  of  intracellular  interactions,  and  of 
mediator  substances  elaborated  by  cells  themselves  because  of 
infection  and  the  inflammatory  response. 

There  is  widespread  expectation  among  burn  specialists  that 
signal  contributions  to  clinical  advances  will  be  coming  soon 
from  basic  studies  in  cellular  and  molecular  biology.    As  one 
investigator  put  it,  "Maybe  in  a  couple  of  years  we  can  fill  in 
some  of  the  blanks." 
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Health  Services  Administration 
Bureau  of  Community  Health  Services 
Emergency  Medical  Services 
Burn  Centers 

The  Emergency  Medical  Services  Program  within  the  Health 
Services  Administration  essentially  completed  contract  efforts 
related  to  the  Burn  Injury  Program  in  1979-1980.     Since  that 
time,  the  program  has  not  had  any  new  directed  activity 
specifically  related  to  the  Burn  Services  categorical  target 
other  than  that  involving  residual  administration  of  the 
expiring  contracts. 

The  program  is  continuing  to  work  closely  with  National 
Institute  for  Health  Statistics,  the  National  Center  for  Health 
Services  Research,  the  Consumer  Product  Safety  Commission,  the 
National  Fire  Prevention  -*i»d  Control  Administration  and  the 
American  Burn  Associat' oh* 


HEALTH  RESOURCES  ADMINISTRATION 
Bureau  of  Health  Professions 
BURN  CENTERS 

The  Bureau  of  Health  Professions  does  not  have  an  on- 
going program  that  relates  to  the  categorical  target  of  Burn 
Centers.     However,  the  Division  of  Nursing  has  awarded  a  few 
grants  which  emphasize  educational  training,  instruction, 
and  research  of  burn  phenomena  to  prepare  nurses  at  the 
master's  level  of  education  to  become  experts  in  the  care 
of    patients  suffering  thermal  injury  and  trauma  in 
emergency  and  clinical  settings. 

The  Division  of  Nursing  has  also  awarded  one  project 
that  will  evaluate  the  alleviation  of  pain  in  burn  patients 
by  three  non-pharmaceutical  techniques:  relaxation, 
desensitization,  and  biofeedback. 
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HEALTH  RESOURCES  ADMINISTRATION 
Bureau  of  Health  Facilities 
BURN  CENTERS 

The  Hill-Burton  program  encouraged  the  development  of  new 
services  which  would  render  better  health  care  and  at  the  same 
time  concentrate  scarce  health  resources  and  skills.     This  is 
especially  true  of  Burn  Centers  which  have  been  given  both  planning 
assistance  by  Hill-Burton  State  agencies  and  DHHS  regional  office 
staff  and  assistance  by  Hill-Burton  funds  on  several  occasions. 

Public  Law  93-641,   signed  on  January  4,   1975,  and  P.L.  96-79, 
signed  on  October  4,  1979,  extended  and  extensively  revised  the 
Hill-Burton  program.     Burn  Centers  are  eligible  under  three  programs 
of  grant  assistance:     (1)  Section  1610a  is  project  grants  for 
construction  and  modernization  projects  designed  to  prevent  or 
eliminate  safety  hazards  in  medical  facilities  and  to  assure 
compliance  with  State  or  voluntary  licensure  or  accreditation 
standards,    (2)  conversion  of  existing  inpatient  capacity  into 
outpatient  or  long-term  medical  services  for  underserved  populations. 
Another  priority  would  include  the  outpatient  areas  of  Burn  Centers. 
Burn  Centers  are  eligible  for  loans  and  loan  guarantees  (interest 
subsidy  if  in  poverty  areas) ,  and  also  the  construction  of  new 
outpatient  medical  facilities,  and  those  new  inpatient  medical 
facilities  needed  in  areas  which  have  experienced  recent  rapid 
population  growth.     No  loans  or  loan  guarantees  have  been  made  under 
this  authorization  and  none  are  expected  in  1982.     Section  1610a 
project  applications  have  already  been  received  for  the  $51.3  million 
appropriated  or  reprogrammed  from  1977  funds,  none  of  which  were  for 
burn  treatment  facilities  or  units.     (3)  A  third  grant  program, 
specifically  for  demonstration  of  conversion  or  discontinuance  of 
unneeded  acute  care  capacity,  was  added  by  P.L.   96-79.     No  funds  are 
requested  for  this  program. 


/ 
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CYSTIC  FIBROSIS 
Obligations 

Public  Health  Service: 

1981  1982 

National  Institutes  of  1978  1979  1980  Estimate  Estimate 
Health; 

National  Institute  of 
Arthritis,  Metabolism  and 

Digestive  Diseases  ,$2,900,000  $4,156,000    $3,420,000    $4,521,000  $4,763,000 

National  Heart,  Lung 

and  Blood  Institute  $2,060,000  $2,716,000    $2,435,000    $2,650,000  $3,000,000 

National  Institute 

of  Dental  Research  $    161,000  $    161,000    $    208,900    $    221,000     $  271,000 

National  Institute  of 
Allergy  and  Infectious 

Diseases   $1,250,000  $3,202,000    $2,827,000    $2,860,000  $2,867,000 

National  Institute  of 

General  Medical  Sciences.., $      35,000  $     35,000    $      35,000    $      35,000    $  35,000 

National  Institute  of 
Child  Health  and 

Human  Development  $      55,000  $    156,072    $     55,000    $      65,000    $  75,000 

Division  of 

Research  Resources  ...$    341,000  $    352,000    $    510,000    $    536,000    $  594,000 

TOTAL...  $6,802,000  $10,778,072    $9,490,900  $10,888,000  $11,605,000 


78-363  0-81-22 
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NATIONAL  INSTITUTES  OF  HEALTH 


Cystic  Fibrosis 


Cystic  fibrosis  (CF)  is  an  inherited  disease  of  children, 
adolescents,  and  young  adults  that  affects  the  exocrine,  or  externally 
secreting,  glands  of  the  body.    These  glands  discharge  their  secretions 
onto  the  skin  (sweat  glands),  or  into  organs  that  connect  to  body 
openings,  such  as  the  lungs  and  intestines,  either  directly  or 
through  special  ducts. 

In  CF,  the  mucus-producing  glands  fail  to  produce  normal,  clear, 
free-flowing  fluid.    Instead,  they  secrete  a  thick,  sticky  mucus  that 
tends  to  clog  and  block  the  ducts.    This  abnormal  mucus  accumulates  in 
various  parts  of  the  body  and  interferes  with  vital  functions,  such 
as  breathing  and  digestion. 

Cystic  fibrosis  affects  not  only  the  mucus-secreting  glands, 
but  also  the  glands  that  produce  sweat,  as  well  as  the  salivary 
glands.    As  a  result,  the  secretions  of  the  sweat  glands  usually 
contain  an  excessive  amount  of  salt. 

While  most  CF  victims  have  practically  all  of  the  clinical 
manifestations — recurrent  pulmonary  disease,  digestive  and  nutritional 
problems  resulting  from  pancreatic  insufficiency,  and  excessive  loss 
of  salt  in  perspiration — the  severity  of  the  disease  may  vary  among 
individuals.    In  some  cases,  patients  have  a  mild  form  of  the  disorder 
that  may  escape  detection  and  accurate  diagnosis  for  years. 


A  metabolic  disorder  of  unknown  cause,  cystic  fibrosis  affects 
approximately  20,000  to  30,000  Americans  from  infancy  to  adulthood. 
It  is  the  most  common  lethal  genetic  disease  among  Caucasian  children 
and  the  cause  of  much  of  the  chronic,  prcgessive  pulmonary  disease  in 
the  pediatric  age  group.    While  research  advances  in  recent  years  have 
produced  marked  reductions  in  both  mortality  and  morbidity,  90  percent 
of  deaths  from  CF  are  still  due  to  the  pulmonary  complications  of  the 
disease. 

Cystic  fibrosis  affects  one  in  every  2,000  live  births,  and  is 
equally  common  among  males  and  females.    Approximately  1,500  to  2,200 
new  cases  of  this  disorder  are  diagnosed  each  year. 

Estimates  of  the  CF  patient  population  are  increasing  in  part  due  to 
better  diagnosis,  but  notably  because  of  better  methods  of  management 
which  result  in  prolonged  survival.    In  the  10-year  period  from  1966  to  1976, 
the  average  age  of  survival  increased  notably  from  11.2  years  to  19.4 
years  of  age.    Moreover,  through  more  aggressive  antibiotic  therapy 
and  dietary  management,  one-half  of  the  CF  children  born  today  will  now 
live  to  the  age  of  21.    While  this  marked  improvement  in  survival  to 
adulthood  reflects  great  progress,  it  has  also  opened  the  door  to  a  new 
set  of  psychosocial  problems  in  CF  regarding  decisions  about  marriage, 
childbearing  and  careers. 


Impact 


/ 


/ 


/ 
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A  key  factor  in  the  statistical  impact  of  cystic  fibrosis  is  the 
heterozygote  (healthy  and  asymptomatic  trait  carrier)  rate  in  the 
population.    The  estimate  of  one  carrier  in  20  persons  translates 
into  approximatley  10,000,000  Americans  who  can  transmit  the  CF  trait 
to  their  children. 

CF  is  a  congenital  disorder  expressed  in  about  a  quarter  of  the 
children  of  two  parents  who  carry  the  presumed  genetic  abnormality. 
Although  carriers  can  pass  this  trait  on  to  their  children,  they 
themselves  do  not  show  symptoms  related  to  cystic  fibrosis.  When 
only  one  parent  is  a  carrier,  the  children  will  not  inherit  the 
disease,  but  will  have  a  one-in-two  chance  of  being  carriers  as  well. 
Offspring  of  two  CF  trait  carriers,  however,  have  a  one-in-four  chance 
of  inheriting  this  disease. 

At  present,  there  is  no  reliable  method  for  identifying  symptom- 
free  carriers.    The  development  of  such  a  diagnostic  test  would  be  of 
great  benefit  to  genetic  counselors  in  predicting  the  likelihood  for 
cystic  fibrosis  among  the  future  offspring  of  prospective  parents. 

The  cost  of  medical  care  for  the  cystic  fibrosis  patient  is  high — 
over  $10,000  annually— depending  on  the  need  for  frequent  hospitalization. 
In  acute,  advanced    CF,  this  figure  can  escalate  sharply. 
These  costs  include  only  direct  patient  care  charges  and  do  not 
consider  indirect  care  costs  or  loss  to  the  economy  due  to  early 
death,  unemployment  or  underemployment.    The  Cystic  Fibrosis  Foundation, 
a  private  voluntary  organization,  has  recently  undertaken  a  cost-of- 
care  survey  to  determine  more  accurately  the  financial  burden  of  this 
chronic  disease. 

Cystic  Fibrosis  Coordinating  Committee 

Because  cystic  fibrosis  research  is  relevant  to  a  broad  range 
of  scientific  disciplines,  it  has  developed  into  a  trans-NIH  effort, 
drawing  on  the  expertise  of  almost  all  components  of  the  National 
Institutes  of  Health.    To  facilitate  coordination  of  these  research 
activities,  the  Director,  NIH,  established  a  Cystic  Fibrosis  Coordinating 
Committee  comprised  of  representatives  from  the  various  Institutes 
involved  in  the  conduct  and  support  of  CF-related  research.  While 
programmatic  responsibility  resides  principally  in  the  National 
Institute  of  Arthritis,  Metabolism,  and  Digestive  Diseases  (NIAMDD), 
the  Committee  coordinates  the  overall  course  of  investigations  to 
avoid  duplication,  to  further  the  sharing  of  research  knowledge,  and 
to  identify  more  readily  specific  research  and  manpower  needs  in 
this  field. 
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RESEARCH  HIGHLIGHTS 

Efforts  to  Identify  a  "Cystic  Fibrosis  Factor" 

Several  years  ago,  NIAMDD  grantees  showed  that  serum  from  CF 
patients  caused  abnormally  thick  mucus  secretion  in  oyster  gill 
preparations  which  stopped  the  normal  beating  motion  of  the  hair-like 
cilia  attached  to  the  gill.    This  effect    is  similar  to  that  of  the 
disease  on  cilia  in  the  air  passages  of  CF  patients.  Subsequent 
studies  of  the  serum  component  responsible  for  this  inhibition  of  ciliary 
movement  by  Dr.  Barbara  Bowman  at  the  University  of  Texas  Health  Science 
Center,  have  produced  several  significant  results: 

o      Two  substances,  which  can  inhibit  ciliary  action,  have  been  isolated 
from  CF  serum.    A  similar  substance  that  can  also  retard  this  motion 
has  been  found  in  urine  from  CF  patients.    More  specific  character- 
ization of  these  components  is  progressing. 

o      The  concentration  of  the  inhibiting  factor  in  the  urine  of  CF 

patients  was  found  to  be  approximately  twice  the  concentration  of  the 
factor  in  asymptomatic  CF  carriers.    The  factor  is  not  identifiably 
present  in  the  urine  of  normal  individuals. 

o      Two  advances  by  Dr.  Bowman's  research  team  should  make  further 
identification  and  characterization  of  the  inhibiting  factor 
considerably  easier:    the  development  of  an  improved  method  for 
measuring  ciliary  response  using  laser  light-scattering  spectroscopy, 
and  the  production  of  a  line  of  cloned  CF  cells  that  have  a  longer 
life  and  that  grow  in  serum-free  media. 

Continued  progress  in  this  area  could  result  in  ways  to 
eliminate  or  counteract  these  inhibiting  factors,  and  to  restore 
normal,  coordinated  mucus-sweeping  ciliary  motion  in  the  air  passages  of 
CF  patients. 

Cystic  Fibrosis:    A  Cell  Culture  Approach 

Drs.  Jan  Breslow  and  James  Epstein  of  Harvard  University  have 
been  using  cultured  connective  tissue  cells  (fibroblasts)  to  study 
the  basic  biochemical  defect  in  cystic  fibrosis.    Utilizing  an  assay 
that  tests  the  ability  of  cells  to  survive  exposure  to  toxic  drugs, 
the  investigators  have  been  able  to  detect  alterations  in  the  metabolism 
of  three  classes  of  drugs  in  CF  cells,  including  cardiac  glycosides, 
steroid  hormones,  and  cylic  AMP. 

The  scientists  have  found  that  cells  from  CF  patients  are  more 
resistant  to  the  toxic  effect  of  these  drugs  than  those  of  healthy 
persons.    Moreover,  cells  cultured  from  CF  trait  carriers  show  survival 
levels  greater  than  those  of  normal  cells  but  less  than  that  of  CF  cells 
following  exposure  to  the  toxic  agents.    While  the  exact  mechanism 
of  these  variations  in  resistance  remains  unclear,  the  investigators 
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have  demonstrated  an  altered  sodium  transport  pathway  in  CF  fibroblasts 
which  may  account  for  the  enhanced  survival  of  these  cells,  and  may 
help  explain  the  basic  physiological  defect  in  cystic  fibrosis. 

Dr.  Breslow  and  associates  have  been  studying  the  potential  clinical 
applications  of  the  drug  survival  test  as  well  as  the  sodium  tranport 
assay  for  possible  use  in  carrier  detection  and  prenatal  diagnosis 
of  CF. 

Progress  in  Prenatal  Detection  of  Cystic  Fibrosis 

Dr.  Henry  Nadler  and  associates  at  Children's  Memorial  Hospital, 
Northwestern  University,  report  significant  progress  toward  the 
development  of  a  practical  and  reliable  means  of  detecting  cystic 
fibrosis  prena tally. 

In  previous  studies,  the  Institute-supported  grantees  showed 
that  the  levels  of  protease  activity  (protease  is  a  protein-splitting 
enzyme)  are  altered  in  CF,  and  that  this  aberration  may  play  a  role 
in  the  development  of  the  disorder.    In  subsequent  research,  the 
investigators  identified  a  chemical,  4-MU3B,  that  simplifies 
determination  of  these  enzyme  activity  levels  in  blood  and  tissue 
specimens. 

These  investigations  have  now  been  extended  to  amniotic  fluid, 
the  fluid  in  which  the  developing  fetus  is  suspended  in  the  uterus. 
Over  1,000  specimens  of  midtrimester  human  amniotic  fluid  have  been  analyzed 
for  4-MU3B  activity.    The  mean  specific  activity  values  for  amniotic 
fluid  specimens  from  both  normal  and  abnormal  (other  than  CF) 
pregnancies  v/as  found  to  be  significantly  and  consistently  higher  than 
the  values  of  the  four  cystic  fibrosis  amniotic  fluid  samples. 

While  continued  studies  will  be  necessary  to  enable  investigators 
to  distinguish  between  activity  values  for  carriers  and  affected 
fetuses,  Dr.  Nadler  and  his  associates  have  developed  a  promising 
marker  for  the  intrauterine  detection  of  cystic  fibrosis. 

Cystic  Fibrosis  and  Pregnancy;    A  National  Survey 

Patients  with  cystic  fibrosis  are  now  living  longer,  with  increasing 
numbers  of  females  surviving  to  childbearing  age.    Pregnancy  in  CF 
has  been  considered  hazardous  for  both  mother  and  offspring,  with  com- 
plications correlating  with  the  severity  of  maternal  pulmonary 
involvement.    Due  to  the  scarcity  of  data  on  the  optimal  management 
of  the  the  pregnant  cystic  fibrosis  patient,  a  national  survey  was  undertaken. 

In  a  study  of  119  CF  centers  in  the  U.S.  and  Canada,  and  from  case 
reports  published  over  the  past  20  years,  NIAMDD  scientists  obtained 
information  on  129  pregnancies  in  100  patients  with  CF.  Ninety-seven 
pregnancies  were  carried  to  completion  and  resulted  in  86  live  infants, 
only  one  of  whom  had  CF.    These  findings  are  close  to  the  expected 
incidence  and  demonstrate    the  recessive  mode  of  the  genetic  trans- 
mission of  the  disease. 
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Shortened  gestation  and  increased  maternal  and  perinatal  mortality 
were  related  to  severe  maternal  pulmonary  infection.  Increased 
respiratory  and  cardiac  stress,  and  especially  hypervolemia  (increased 
level  of  body  fluids)  are  hazards  for  pregnant  women  with  CF  and,  when 
combined  with  advanced  pulmonary  disease,  may  lead  to  increased 
perinatal  complications.    The  mother's  oxygen  deficiency  and  trans- 
placental passage  of  antibiotics  also  may  affect  the  fetus.  There 
were,  however,  no  congenital  anomalies  in  this  survey  despite  frequent 
use  of  prescribed  antibiotics  by  these  mothers. 

On  the  basis  of  this  survey  data,  NXAMDD  scientists  Drs.  Laurence  F. 
Cohen,  Paul  A.  di  Sant'Agnese,  and  Jacquelyn  Friedlander  recommended  that 
unless  pulmonary  involvement  is  minimal,  women  with  CF  should  avoid 
pregnancy. 

Energy  Intake  and  Nutrition  Counseling  in  CF 

Patients  with  CF  have  been  characterized  as  having  voracious 
appetites,  yet  remaining  remarkably  underweight  for  height  and  age. 
In  the  past,  very  little  has  been  documented  that  closely  follows  the 
nutritional  status  of  the  CF  patient,  taking  into  consideration 
increased  energy  and  nutritional  needs  in  comparison  with  the 
Recommended  Dietary  Allowances  (RDA)  for  normal  individuals. 

A  recent  study  by  NIAMDD  scientists  supports  the  observation  that 
many  patients  do  not  have  sufficient  energy  intakes  to  meet  their 
requirements,  and  points  out  the  need  fpr  further  nutritional  counseling 
in  providing  optimal  care  for  these  patients  during  all  phases  of  the 
disease  process. 

Dr.  Van  S.  Hubbard  and  Pamela  J.  Mangrum,  R.D. ,  report  that  the 
caloric  intake  of  the  majority  of  CF  patients  is  deficient. 
Significantly,  these  patients  need  a  caloric  intake  approximating  150 
percent  of  the  RDA  of  a  normal  person  of  their  age  and  sex  to  compensate  for 
increased  nutritional  losses  through  acute  illness  and  malabsorption, 
and  increased  energy  expenditure  due  to  infection,  labored  breathing, 
and  physical  therapy. 

Specifically,  the  investigators  recommend:  1)  frequent  monitoring 
to  assure  nutritional  adequacy  in  varying  states  of  the  CF  patient's  health, 
and  2)  easing  dietary  restrictions  to  allow  patients  to  modify  their  own 
fat  intake  based  on  individual  tolerances  and  preferences. 

In  acute  phases  of  the  disease,  extreme  fatigue  and  loss  of 
appetite  are  common,  resulting  in  substantially  decreased  caloric 
intake  at  a  time  when  nutritional  needs  are  greatest.    The  researchers 
recognize  the  need  for  strong  patient  motivation  to  keep  intake  as 
adequate  and  consistent  as  possible,  and  suggest  further  that  family 
participation  at  mealtime  encourages  improved  intake. 

The  investigators  conclude  that  dietitians  as  care-providers 
must  see  their  role  as  a  critical  part  of  the  health  care  team  providing 
optimal  care  to  the  CF  patient. 
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Azlocillin  Treatment  for  Pulmonary  Infection  in  CF 

NIAMDD  scientists  have  demonstrated  that  azlocillin  appears  to 
be  an  effective  alternative  anti-Pseudcmonas  antibiotic  for  treatment 
of  pulmonary  infections  in  CF  patients,  particularly  those  infected 
with  organisms  resistant  to  carbenicillin  and  ticarcillin. 

In  studies  by  Drs.  Lucille  A.  Lester,  Tee  L.  Guidotti,  Alan  C.  Egge, 
Van  S.  Hubbard,  Frank  G.  Witebsky,  and  Paul  A.  di  Sant'Agnese,  CF  patients 
with  acute  pulmonary  infections  due  to  Pseudcmcnas  aeruginosa  or 
related  species  (highly  drug  resistant  organisms)  were  treated  with 
azlocillin.    A  new  semi-synthetic  form  of  penicillin,  azlccillin  was 
administered  alone  or  in  combination  with  tobramycin  to  10  patients 
over  a  2-year  period.    Ninety  percent  of  the  patients  were  clinically 
improved  after  the  first  course  of  treatment,  and  no  adverse  reactions 
were  noted. 

The  findings  indicated  that  azlocillin  was  well  tolerated  by  all 
patients,  and  that  this  antibiotic  is  a  safe,  efficacious  alternative 
for  cystic  fibrosis  patients  who  harbor  strains  of  Pseudcmonas  and 
related  organisms  resistant  to  drugs  presently  in  use. 

Echocardiography  in  CF:    A  Proposed  Scoring  System 

NIAMDD  scientists  have  demonstrated  that  echocardiographic  studies, 
performed  as  part  of  a  complete  pulmonary  evaluation,  provide  indicators 
of  cardiac  impairment  and  subsequent  prognosis. in  CF. 

Cor  pulmonale  is  a  disease  of  the  right  side  of  the  heart  resulting  from 
additional  stress  placed  on  it  by  obstructive  lung  disease.    (Most  heart 
disease  affects  the  left  ventricle  or  pumping  chamber.)    Cor  pulmonale  is 
a  well  recognized  feature  of  the  later  stages  of  the  progressive  pulmonary 
disease  characteristic  of  CF;  however,  its  clinical  recognition  may  be  dif- 
ficult within  the  total  symptom  complex  of  pulmonary  pathology. 

In  previous  research  by  Institute  scientists,  results  of 
echocardiographic  evaluations  suggested  that  patients  with  clinically 
mild  disease  may  develop  right  heart  changes  (thickness  or  enlargement) 
of  the  right  ventricle  earlier  than  might  have  been  predicted.  Mild 
and  moderately  affected  patients  have  normal  left  ventricle  parameters, 
while  those  with  severe  pulmonary  disease  demonstrated  significant 
left  ventricle  dysfunction  which  was  not  evident  clinically. 

The  purpose  of  the  current  study  was  to  integrate  these  various 
echo  data  to  determine  the  sequence  of  cardiac  changes  that  accompany 
pulmonary  disease  progression  in  CF.  The  identification  of  an  apparent 
sequence  of  changes  over  a  wide  range  of  patient  age  and  disease 
severity  has  led  to  a  proposed  echo  scoring  system  to  obtain  objective 
assessment  of  the  degree  of  cardiac  involvement  for  an  individual  CF 
patient. 
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Research  by  Drs.  Lucille  A.  Lester,  Alan  C.  Bgge,  Van  S.  Hubbard, 
Carol  S.    Camerini-Otero,  and  Robert  J.  Fink  of  the  NIAMDD  and 
Children's  Hospital  National  Medical  Center  now  indicates  that  echo- 
cardiography is  superior  to  conventional  electrocardiography  (FJG), 
or  other  mechanisms  for  the  early  recognition  and  staging  of  the 
cardiac  changes  that  accompany  CF.    The  scientists  concluded  that 
this  proposed  echo  score  is  useful  in  estimating  prognosis,  and  may 
be  an  important  adjunct  in  managing  patients  with  cystic  fibrosis. 

CF  Medical  Teaching  Film 

This  past  year,  the  NIAMDD  supported  the  development  of  a  new  medical 
teaching  film  entitled  "Living  with  Cystic  Fibrosis."    In  cooperation  with 
the  Cystic  Fibrosis  Foundation  (CFF) ,  the  film  has  been  distributed  to  many 
of  its  centers,  as  well  as  to  several  audiovisual  departments  in  major 
medical  schools  across  the  country.    The  half-hour  production  has  also  been 
used  on  several  television  channels,  and  on  the  closed  circuit  network  of 
many  universities. 

Response  of  health  professionals  to  the  film  as  a  teaching  aid  has  been 
extremely  positive.    In  addition  to  the  audiovisual,  the  CFF  has  developed 
a  user's  guide  and  companion  document  entitled  Guidelines  for  Health 
Personnel,"  which  provide  more  detailed  information  about  the  disorder  and 

its  management. 

Outlook 

Although  cystic  fibrosis  offers  only  scant  clues  to  its  basic 
defect,  the  clinical  outlook  for  CF  patients  is  improving  with  more  pieces 
of  the  research  picture  continually  falling  into  place.    While  the 
findings  of  previous  years  have  contributed  significantly  to  the  expanding 
knowledge  of  this  disorder,  it  is  hoped  that  these  extended  avenues  of 
research  will  lead  to  the  final  solution  to  the  CF  puzzle. 
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NATIONAL  HEART,  LUN3,  AND  BLOOD  INSTITUTE 

The  earliest  pulmonary  manifestation  of  cystic  fibrosis  (CF)  is  the 
secretion  by  the  lungs  of  an  unusually  thick,  viscid  mucus.  This 
clogs  air  passages  and  leads  inexorably  to  the  development  of  chronic 
pulmonary  disease.    Pulmonary  complications  account  for  90  to  95  percent 
of  deaths  among  CF  patients.    However,  early  diagnosis  and  aggressive 
treatment  of  CF  can  delay  the  onset  and  slow  the  progression  of  the 
associated  lung  disease.    As  a  result*  increasing  numbers  of  CF  patients 
are  surviving  into  adulthood. 

Therapeutic  measures  currently  used  in  cystic  fibrosis— -combining 
close  medical  supervision,  special  attention    to  nutrition,  frequent  use 
of  antibiotics,  physical  therapy,  and  intermittent  aerosol  or  mist  tent 
therapy — are  expensive  and  time  consuming.    Whether  or  not  it  was  useful 
to  subject  the  CF  patients  to  this  rigorous  treatment  before  onset  of 
clinically  evident  pulmonary  problems  was  a  question  which  had  intrigued 
many  clinicians. 

To  find  out,  National  Heart,  Lung,  and  Blood  Institute  (NHLBI)  grantees 
compared  children  whose  CF  was  diagnosed  before  the  ace  of  1  year  (and  who 
were  promptly  enrolled  in  a  therapeutic  program)  with  their  siblings  whose 
disease  was  detected  later  and  therapy  initiated  only  after  clinical  evidence 
of  lung  damage  had  appeared.    Treatment  was  the  same  in  both  groups;  the  only 
difference  lay  in  how  early  it  was  initiated. 

* 

Comparisons  at  age  7  showed  that  children  diagnosed  and  treated  early 
fared  substantially  better  than  their  siblings.    They  exhibited  less  airway 
obstruction,  had  better  lung  function  and  were  in  better  general  physical 
condition,  and  had  required  fewer  hospital  admissions  to  control  their  lung 
disease. 

Though  early,  aggressive  therapy  did  not  halt  the  progress  of  CF, 
it  did  slow  that  progress  and  conferred  substantial  health  benefits 
during  early  childhood. 

Children  and  young  adults  with  cystic  fibrosis  are  highly  susceptible 
to  chronic  lung  infections  from  Pseudomonas  bacteria.    These  infections 
are  difficult  to  treat  and  can  cause  extensive  lung  damage  in  CF  patients. 
Recent  research  indicates  that  cystic  fibrosis  may  result  in  a  specific 
impairment  in  the  ability  of  leukocytes  and  alveolar  macrophages — two 
of  the  lungs'  most  important  defenders — to  combat  Pseudomonas. 

Leukocytes  from  CF  patients  were  incapable  of  attacking  even  dead 
bacteria  of  this  strain,  though  they  reacted  normally  to  other  types  of 
bacteria  and  to  various  leukocyte  stimulating  agents.    Nor  could  alveolar 
macrophages  from  normal  subjects  ingest  Pseudomonas  bacteria  after 
exposure  to  sera  from  CF  patients.    Continued  research  on  the  cause  of 
this  impairment  may  be  helpful  in  developing  more  effective  therapeutic 
approaches  to  Pseudomonas  infections  in  CF  patients. 


344 


Since  same  10  million  Americans  may  be  asymptomatic  carriers  of  the 
CF  gene,  the  quest  continues  for  sensitive,  reliable  means  for  identifying 
these  heterozygotes  and  for  prenatal  diagnosis  of  CF  in  unborn  infants  at 
high  risk. 

A  substance  that  inhibits  the  ciliary  action  of  airways  cells  and  thus 
impedes  mucus  clearance  has  been  found  both  in  CF  patients  and  in  cultures 
of  cells  from  their  heterozygous  parents.    Progress  is  being  made  toward 
isolating  and  characterizing  this  substance,  called  ciliary  inhibitory  factor. 

Other  studies  indicate  that  cells  called  fibroblasts,  when  obtained 
from  CF  patients  and  treated  in  culture  with  the  adrenocortical  steroid 
dexamethasone,  were  markedly  resistant  to  the  hormone's  usual  effects  on  cell 
metabolism.    A  similar  insensitivity  to  the  hormone  was  observed  in  fibro- 
blasts obtained  by  amniocentesis  from  a  woman  at  risk  of  bearing  a  CF  child, 
whereas  cells  similarly  obtained  from  three  low-risk  women  exhibited 
essentially  normal  sensitivity.    The  test  may  also  be  able  to  identify 
heterozygous  carriers  of  the  CF  gene,  though  it  needs  further  testing  to 
establish  its  validity  and  reliability. 

Several  years  ago,  scientists  reported  on  a  protein  apparently  found 
only  in  the  serum  of  CF  patients  or  in  CF  carriers.    However,  the  technique 
then  available  for  detecting  and  quantitating  this  protein  was  cumbersome, 
nor  could  it  reliably  distinguish  between  victims  of  CF  (hcmozygotes)  and 
asymptomatic  carriers  (heterozygotes). 

Recently,  British  scientists  developed  an  antiserum  to  the  CF  protein 
and  a  simpler  immunoassay  technique  that  shows  premise  in  the  identification 
of  CF  carriers.    In  a  trial  of  the  technique  among  CF  patients,  known  CF 
carriers,  and  normal  subjects,  it  identified  16  of  17  hcmozygotes  and 
eight  of  nine  heterozygous  carriers.    The  CF  hcmozygotes  exhibited  higher 
precipitin  peaks  (indicative  of  higher  serum  levels  of  the  protein)  than 
did  heterozygotes,  whereas  only  one  of  fifteen  normal  subjects  exhibited 
any  peaks  at  all.    Thus  the  technique  yielded  two  false  negatives  and 
one  false  positive  out  of  41  tests.    Work  toward  further  refining  the 
technique — chiefly  by  improving  the  potency  of  the  antiserum — is  in 
progress. 

Research  programs  supported  by  NHLBI  are  attempting  to  answer 
questions  related  to  the  mucus  abnormality  in  cystic  fibrosis.  Is 
there  a  defect  in  the  cellular  apparatus  manufacturing  the  mucus  or 
connected  with  its  secretion?    Are  there  physical  or  chemical  differences 
between  normal  and  cystic  fibrosis  mucus  or  in  the  environment  around  it? 

NHIBI  grantees  have  found  that  certain  epithelial  cells  of  Spinun- 
culus,  a  marine  invertebrate,  produce  mucus  in  vitro  in  response  to 
various  stimuli,  including  exposure  to  human  bodily  fluids.  Changes 
in  the  shape  of  these  cells  appears  to  correlate  with  the  degree  of 
stimulation.    The  investigators  are  now  seeking  to  ascertain  whether  the 
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cellular  responses  to  fluids  from  CF  patients,  carriers,  and  normal 
subjects  differ  in  ways  that  may  make  this  animal  model  a  reliable  and 
convenient  test  to  identify  CF  carriers  in  screening  programs. 

Other  research  on  cystic  fibrosis  involves  measurement  of  rates  of 
mucus  clearance  by  ciliated  cells  lining  the  lung  airways,  and  measurement 
of  ion  and  water  movement  in  airway  tissues.    Such  studies  may  provide 
new  insights  into  the  causes  of  pulmonary  complications  of  CF  and 
into  more  effective  means  of  delaying  their  onset  and  controlling  them 
when  they  occur.    The  effects  on  mucus  secretion  and  transport  of 
environmental  factors  and  lung  disease  processes  are  also  under  study. 


NATIONAL  INSTITUTE  OF  DENTAL  RESEARCH 

The  National  Institute  of  Dental  Research  (NIDR)  conducts  and  supports 
research  on  secretory  and  chemical  abnormalities  of  saliva  in  patients  with 
cystic  fibrosis.    Dr.  Michael  J.  Levine  at  the  University  of  New  York  in 
Buffalo  has  recently  succeeded  in  working  out  the  composition  of  complicated 
sugars  (oligosaccharides)  in  the  sticky  mucus  (mucin)  of  monkey  saliva.  He 
used  monkey  saliva  to  develop  methods  for  analyzing  very  small  quantities 
of  human  salivary  mucins.    Previous  analytic  methods  required  30  to  40 
micrograms  of  purified  human  mucin.    To  produce  that  amount  of  mucin  necces- 
sitated  taking  roughly  2  quarts  of  saliva  from  the  salivary  glands  under 
the  tongue  at  the  front  of  the  mouth.    Hence  any  individual  to  be  studied 
would  have  to  attend  40  to  50  collection  sessions  in  order  to  donate  such 
a  large  amount  of  saliva. 

Dr.  Levine  wants  to  compare  the  sugars  in  mucins  from  normal  persons  with 
those  from  patients  with  cystic  fibrosis.    He  hopes  to  learn  whether  abnormal- 
ities in  glycoprotein  molecules  (proteins  linked  to  sugars)  that  are  found  in 
cystic  fibrosis  patients  are  caused  by  changes  in  the  synthesis  of  the  oligo- 
saccharide sugars  in  salivary  mucin. 
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NATIONAL  INSTITUTE  OF  ALLER3Y  AND  INFECTIOUS  DISEASES 


The  National  Institute  of  Allergy  and  Infectious  Diseases  (NIAID)  supports 
both  basic  and  applied  research  related  to  cystic  fibrosis.    NIAID  interests 
span  three  areas:    1)  immunologic  studies  that  seek  to  understand  host  defense 
mechanisms  in  persons  with  cystic  fibrosis;  2)  microbial  and  vaccine  studies 
aimed  at  the  control  and  prevention  of  the  respiratory  infections  that  so 
seriously  affect  cystic  fibrosis  patients;  and  3)  a  unique  intramural  project 
that  is  investigating  neurophysiologic  and  biochemical  factors  which  influence 
mucus  production  in  the  lungs. 

Control  of  the  copious  mucus  secretions  seen  in  cystic  fibrosis  patients 
has  eluded  doctors  for  many  years.    Although  little  is  known  about  this  pro- 
cess, one  NIAID  intramural  scientist  is  attempting  to  find  some  answers. 
He  has  devised  a  system  in  which  tissue  taken  from  the  interior  lining 
of  the  lung  can  be  maintained  in  culture  for  several  weeks.    This  tissue, 
obtained  from  lung  cancer  operations,  contains  goblet  cells  and  submucus 
glands,  the  two  primary  sources  of  mucus  in  the  lower  respiratory  tract. 
By  manipulating  the  conditions  of  the  culture  system,  this  NIAID  scientist 
is  beginning  to  investigate  how  various  biologic  factors  influence  the 
type  and  amount  of  mucus  produced  by  human  lung  tissue. 

In  many  cystic  fibrosis  patients,  excessive  mucus  collects  in  the  lungs, 
clogs  airways  and  forms  niches  ideal  for  the  growth  of  unwanted  microbes. 
Repeated  lung  infections  leading  to  fibrotic  lung  damage  and  breathing 
difficulties  pose  serious  threats  to  the  survival  of  cystic  fibrosis 
patients  especially  young  children. 

Of  particular  concern  are  infections  caused  by  Pseud amonas  aeruginosa 
bacteria.    To  stimulate  investigator  awareness  and  to  expand  support  for 
research  on  Pseudomonas  lung  infections  in  CF  patients,  the  NIAID  published 
a  special  program  announcement  in  the  "NIH  Guide  for  Grants  and  Contracts" 
early  in  fiscal  year  1980.    As  a  result  of  this  announcement,  several  prom- 
ising new  studies  have  recently  begun. 

One  investigator  is  examining  the  cellular  and  immunologic  environment 
of  the  lungs  of  cystic  fibrosis  patients  to  see  if  abnormal  situations 
develop  as  a  result  of  chronic  lung  colonization  by  Pseudomonas.  Another 
scientist  is  studying  the  genetic  and  biochemical  factors  that  influence 
Pseudomonas  bacteria  to  settle,  in  CF  patients,  as  especially  virulent 
and  highly  mucoid-producing  strains. 

In  CF  patients,  Pseudomonas  organisms  make  a  sticky  slime  called  mucoid 
that  interferes  with  the  passage  of  antibiotics  into  the  microbe's  cells. 
Therefore,  these  bacteria  become  highly  resistant  to  treatment.    One  NIAI ID- 
supported  investigator  has  been  studying  the  properties  of  mucoid  in 
efforts  to  learn  how  to  counteract  its  undesirable  effects.    He  has  found 
that  one  component,  the  glycol ipoprotein  (GLP),  acts  as  a  toxin,  producing 
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fever  and  other  body  symptoms.    However,  he  also  found  that  the  polysac- 
charide part  of  the  G  LP  was  not  toxic.    When  the  isolated  polysaccharide 
was  injected  into  mice  along  with  an  adjuvant,  the  mice  produced  anti- 
bodies that  protected  them  from  infection  with  whole  Pseudomonas  organisms. 

Such  findings  point  to  the  fact  that  noninfectious  "subparts"  of  microbes 
may  be  effective  as  immunizing  materials  and  could  be  considered  for  use  in 
vaccines  suitable  for  CF  patients.    Several  NIAID-supported  scientists  are 
working  on  various  aspects  of  Pseudomonas  vaccine  development,  including 
the  immunology  of  Pseudomonas  in  CF  patients. 

Other  infections  dangerous  to  CF  patients  include  those  due  to  influenza, 
mycoplasma,  staphylococci,  and   respiratory  cyncytial  virus  (RSV).    In  both 
normal  and  CF  children,  RSV  is  especially  troublesome  to  those  under  2  years 
of  age. 

The  NIAID  funds  basic  research  on  mycoplasmal  and  staphylococcal  disease 
and  supports  extensive  studies  on  the  development  and  testing  of  candidate 
vaccines  for  respiratory  viral  infections,  placing  major  efforts  on  RSV  and 
influenza.    Several  of  the  related  clinical  studies  contain  subprojects 
that  offer  potential  immunoprophylaxis  to  CF  children  for  prevention  of 
respiratory  disease. 


NATIONAL  INSTITUTE  OF  GENERAL  MEDICAL  SCIENCES 


The  National  Institute  of  General  Medical  Sciences  (NIG MS)  supports 
research  and  research  training  in  basic  biomedical  fields  that  undergird 
disease-specific  initiatives  of  other  NXH  Institutes,  such  as  research  on 
cystic  fibrosis. 

While  the  hereditary  pattern  of  transmission  of  cystic  fibrosis  is 
well  known,  no  genetic  defect  has  yet  been  found  that  would  account  for 
the  symptoms.    Research  studies  to  identify  such  a  defect  are  facilitated 
by  the  NEMS-sponsored  Human  Genetic  Mutant  Cell  Repository  at  the  Insti- 
tute for  Medical  Research,  Camden,  N.J.    The  repository  maintains  in 
culture,  as  a  part  of  the  total  cell  bank,  52  different  lines  of  cells 
obtained  from  cystic  fibrosis  patients  and  members  of  their  families. 
During  the  past  2  years,  250  cultures  of  these  cells  were  supplied  for 
study  to  scientists  around  the  world. 

In  the  area  of  clinical  pediatric  pharmacology,  Dr.  Arnold  Smith, 
an  NIG  MS  grantee  at  Children's  Orthopedic  Hospital  and  Medical  Center, 
Seattle,  Wash.,  is  developing  an  aerosol  spray  delivery  system  for 
tobramycin  and  netilmicin — new  and  potent  antibiotics.    Dr.  Smith  is 
testing  these  drugs  for  their  efficacy,  systemic  absorption,  and  potential 
renal  and  auditory  toxicity.    He  is  also  carrying  out  gentamicin  toxicity 
studies  and  investigating  the  development  of  antibiotic-resistant 
bacterial  strains  in  children  with  cystic  fibrosis. 
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NATIONAL  INSTITUTE  OF  CHILD  HEALTH  AND  HUMAN  DEVELOPMENT 

The  National  Institute  of  Child  Health  and  Human  Development  (NICHD) 
conducts  and  supports  research  to  understand  the  mechanisms  controlling 
both  normal  and  abnormal  human  development  from  before  fertilization  to 
full  maturation.    Studies  in  developmental  genetics  and  developmental 
gastroenterology  provide  research  approaches  to  cystic  fibrosis,  a 
genetic  disease  affecting  many  organs,  primarily  the  digestive  tract  and 
the  lungs.    In  the  area  of  developmental  genetics,  research  includes 
basic  biological  studies  as  well  as  therapeutic,  clinical  and  family 
studies  for  the  identification  of  specific  deficiencies  responsible  for 
genetic  diseases  and  disabilities.    Such  studies  are  important  because 
the  basic  genetic  defect  in  cystic  fibrosis  remains  unknown.    Studies  of 
developmental  gastroenterology  are  supported  to  better  understand  normal 
and  abnormal  structural  development  and  physiology  of  the  gastrointestinal 
tract. 

One  group  of  NICHD-supported  investigators  has  found  a  cystic  fibrosis 
protein,  CFP,  that  they  have  used  to  detect  cystic  fibrosis  in  both  homo- 
zygotes,  those  who  are  genetic  transmitters  of  the  disease  and  victims 
of  the  disease  as  well,  and  in   heterozygotes,  those  who  are  potentially 
capable  of  genetically  transmitting  the  disease  but  who  do  not  themselves 
show  the  symptoms.    Scientists  are  now  pursuing  improved  methods  for 
detecting  cystic  fibrosis  heterozygotes. 

The  same  research  team  is  also  attempting  to  characterize  the  cystic 
fibrosis  protein,  CFP,  and  to  determine  its  role  in  the  cause  of  cystic 
fibrosis.    The  scientists  will  try  to  relate  this  CFP  to  abnormal  action 
of  alpha2-macroglobulin,  a  protein  believed  to  regulate  the  breakdown  and 
inactivation  of  proteases.    Some  investigators  believe  that  the  presence 
of  proteases  could  account  for  the  many  organs  damaged  in  cystic  fibrosis 
patients. 

Another  group  of  NICHD  investigators  has  made  a  comparison  of  two 
screening  procedures  for  detecting  cystic  fibrosis:    a  test  to  measure 
albumin  (a  type  of  protein)  in  the  stool,  and  a  test  to  quantify  activity 
of  lactase  (an  enzyme  that  breaks  down  milk  sugar)  in  the  stool.    As  a 
result  of  screening  20,490  specimens  for  elevated  albumin  and  14,219 
specimens  for  elevated  lactase,  seven  patients  with  cystic  fibrosis  were 
identified.    Two  children  determined  clinically  to  have  cystic  fibrosis 
were  not  detected  by  either  the  albumin  or  the  lactase  test.  These 
results  indicate  that  the  lactase  test  has  merit  as  a  screening  method 
for  cystic  fibrosis,  but  that  neither  test  is  capable  of  detecting  infants 
with  cystic  fibrosis  who  have  normal  activity  with  respect  to  protein 
metabolism. 

NICHD-funded  scientists  have  demonstrated  that  when  observed  outside 
the  living  system,  or  in  vitro  connective  tissue  cells,  or  fibroblasts, 
from  cystic  fibrosis  patients  are  significantly  more  resistant  to  toxic 
levels  of  the  steroid  dexamethasone  than  are  fibroblasts  from  normal 
controls.    This  test  is  now  being  used  on  fibroblasts  taken  from  the 
amniotic  fluid  surrounding  the  fetus  in  vitro.    Further  work  is 
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required  to  evaluate  the  reliability,  practicality,  and  clinical 
usefulness  of  this  method  in  detecting  cystic  fibrosis  before  birth. 


Most  patients  with  cystic  fibrosis  have  respiratory  problems  related 
to  impaired  movement  of  the  hair-like  structures,  called  cilia,  on  the 
cells  of  the  respiratory  tract.    It  has  been  shown  that  the  abnormal 
movement,  known  as  ciliary  dyskinesia  activity  or  CDA,  is  due  to  a  substance 
found  in  the  blood  and  other  body  fluids  of  heterozygotes  and  homozygotes 
for  cystic  fibrosis.    Recent  studies  supported  by  the  NICHD  suggest  that 
the  CDA  of  patients  with  cystic  fibrosis  differs  from  the  CDA  found  in 
patients  with  broncial  asthma  who  suffer  similar  respiratory  difficulties. 
This  finding  gives  the  investigators  a  lead  for  further  characterizing 
the  CDA  of  cystic  fibrosis  and  learning  about  its  actions. 


NIH's  General  Clinical  Research  Centers  program,  supported  by  the 
Division  of  Research  Resources,  is  comprised  of  75  specialized  centers 
in  major  hospitals  throughout  the  United  States  where  more  than  3,000 
protocols  are  pursued  annually  by  clinical  researchers -    The  program 
supports  80  percent  of  the  research  inpatient  care  for  the  NIH  categorical 
Institutes.    In  addition,  an  extensive  outpatient  activity  is  conducted 
within  the  existing  centers.    The  range  of  studies,  both  inpatient  and 
outpatient,  varies  from  metabolism  to  organ  transplantation . 

The  GCRC's  are  currently  involved  in  investigations  related  to  the 
cause  and  treatment  of  cystic  fibrosis.    Studies  of  enzyme  replacement 
and  optimal  antibiotic  treatment  of  infections  are  continuing.  Among 
other  protocols  at  the  centers,  investigators  are  studying  improper 
digestion  of  fats  and  vitamins  with  a  view  toward  improving  the  nutritional 
status  of  patients  with  cystic  fibrosis. 


DIVISION  OF  RESEARCH  RESOURCES 
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OFFICE' OF  HUMAN  DEVELOPMENT  SERVICES 


REPORT  ON  DAY  CARE 

Federal  Funds  Expended  for  Day  Care 
(Dollars  in  thousands) 


1980  1981  1982 


Actual 

Estimate 

Estimate 

Work  Incentives  Program. . 

$ 

54,000 

$ 

64,610 

$ 

64,610 

Office  of  Program 
Coordination  and 

$ 

613,000 

$ 

664,000 

$ 

687,000 

$ 

613,000 

$ 

664,000 

$ 

687,000 

Administration  for 
Children,  Youth  and 
Families : 

Child  Welfare  Services. 

Head  Start  

Research  and  Demons tra- 

$ 
$ 

$ 

2,961 
735,000 

2,946 

$ 
$ 

$ 

2,961 
820,000 

3,250 

$ 
$ 

$ 

2,961 
950,000 

3,250 

$ 

740,907 

$ 

826,211 

$ 

956,211 

Total,  Office  of  Human 

$1,353,907 

$1,490,211 

$1,643,211 
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OFFICE  OF  HUMAN  DEVELOPMENT  SERVICES 
WIN  Child  Care 


The  Work  Incentive  Program,   authorized  under  Title  IV  of  the 
Social  Security  Act,   is  a  State-administered  program  designed 
to  encourage  and     assist  recipients  of  Aid  to  Families  with 
Dependent  Children   (AFDC)   to  achieve  self-support  through  a 
program  of     training,  work  experience,   employment,   child  care, 
and  other  supportive  services.     The  1971  Amendments  to  the 
Social  Security  Act  authorized  child  care  and  other  supportive 
services  to  be  provided  to  all  WIN  registrants  who  need  such 
care  and  services  to  enable  them  to  accept  work  or  training. 
State  expenditures  are  matched  by  Federal  payments  at  the 
rate  of  90%. 

Child  care  services  include  full-time  and  part-time  care  for 
children  of  WIN  participants.     Child  care  may  be  provided  in 
their  own  home,   in  family  day  care  homes,  or  in  day  care 
centers.     Of     the  child  care  provided,   about  two-thirds  is 
full-time  and  one-third  part-time.     Child  care  for  children 
in  their  own  homes  accounts  for  about  48%  of  the  total,  while 
33%  receive  care  in  family  day  care  homes  and  19%  are  cared 
for  in  day  care  centers. 


1980  1981  1982 

Federal  funds    $54, 000, OOoi/  $64,610,000  $64,610,000 

Average  quarterly  number 
of  children  receiving 

day  care    75,0001/  75,000  75,000 

Number  of  new  registrants     920,500l/  920,500  920,500 


1/     Based  on  Report  SF-269  expenditures  for  contracted 

child  care  plus  one-third  of  staff  costs. 
2/     Based  on  consolidated  Report  5's  from  HHS. 

3/    Actual  data  reported  in  DOL/ETA  ESARS  report  for 

FY  1980.   1981  and  1982  estimates  from  WIN  budget  request. 


78-363  0  -  81  -  23 
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Grants  to  States  for  Social  Services  - 
Day  Care 


The  Office  of  Program  Coordination  and  Review  has  responsi 
bility  under  Title  XX  of  the  Social  Security  Act  for 
administering  the  social  services  program  in  the  50  States 
and  the  District  of  Columbia,  formerly  administered  under 
Titles  I,  IV-A,  X,  XIV,  and  XVI   (AABD)   of  the  Social 
Security  Act.     Currently,  Puerto  Rico,  Guam,  the  Northern 
Marianas,  and  the  Virgin  Islands  continue  under  Titles  I, 
IV-A,  X,  XIV,  and  XVI. 

Under  Title  XX,  grants  are  made  to  States  for  services  to 
eligible  individuals  based  on  income  or  public  assistance 
status.     States  may  choose  the  services  they  will  provide, 
as  long  as  each  service  is  directed  to  at  least  one  of  the 
five  goals  stated  in  Title  XX  of  the  Social  Security  Act. 

Within  the  broad  spectrum  of  services  provided  under  the 
above  titles  are  day  care  services  to  children  and  adults. 
Services  may  be  provided  in  the  individual's  own  home  or 
outside  the  home,   including  care  in  family  day  care  homes, 
group  day  care  homes,  and  day  care  centers. 

Child  care  services  furnished  should  be  suited  to  the  age, 
special  handicaps  or  other  conditions  of  individual 
children  and  selected  with  the  participation  of  the 
mother   (or  other  responsible  relative)   insofar  as  possible 

State  licensing  laws  and  standards  must  be  enforced  to 
assure  that  child  care  facilities  used  by  the  agency  are 
licensed  or  approved  as  meeting  the  standards  of  the 
licensing  authority. 

In  fiscal  year  1982,  it  is  estimated  that  States  will  use 
$687,000,000  in  Federal  funds  through  the  social  services 
program  for  day  care. 


1980 
Actual 
($  000s) 


1981 

Estimate 


($  000s) 


1982 

Estimate 
($  000s) 


Social  Services   ...  $613,000 


$644,000 


$687  ,000 
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Administration  for  Children,  Youth  and  Families 
Day  Care  Services 


Title  IV  of  the  Social  Security  Act   (Child  Welfare  Services 
Grant  Program)   provides  funds  to  match  State  money  for  a 
variety  of  social  services  to  children  and  their  families 
including  day  care  services.     There  is  no  income  test  for 
eligibility  for  these  services  except  as  set  by  States. 

Based  on  data  supplied  by  the  States ,  it  is  estimated  that 
Federal  funds  will  be  used  for  day  care  services  in  FY  1982 
as  follows : 

FY  1980  FY  1981  FY  1982 
($000s)  ($  000s)      ($  000s) 

Child  Welfare  Services  Day  Care.. $2, 961  $2,9611/  $2,96ll/ 


1/     The  passage  of  the  Adoption  Assistance  and  Child 

Welfare  Act  of  1980  has  made  significant  changes  in 
the  authorizing  statute   (Title  IV-B,   Social  Security 
Act) .     These  changes  include  a  probable  large 
increase  in  the  availability  of  funds.     There  is  no 
way  to  estimate  at  this  time,  how  much  will  support 
day  care  services . 
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OFFICE  OF  HUMAN  DEVELOPMENT  SERVICES 

Administration  for  Children ,  Youth,  and  Families 
Day  Care 


The  Administration  for  Children,  Youth,  and  Families, 
located  within  the  Office  for  Human  Development  Services, 
serves  as  an  advisor  to  the  Secretary,  the  Assistant 
Secretary  for  Human  Development  Services ,  and  other  Federal 
agencies  on  matters  pertaining  to  the  care  and  development 
of  children. 

Child  development  program  efforts  aim  at  improving  child 
care  delivery  systems  and  designing  programs  to  improve 
the  quality  of  life  for  children  and  their  families 
throughout  the  Nation.     Major  activities  are  focused  on 
meeting  the  developmental  needs  of  preschool  age  children 
from  low-income  families  and  on  improving  services  to 
particular  populations  of  vulnerable  children  such  as:  the 
abused  and  neglected,  children  in  institutions.     A  variety 
of  research  and  demonstration  activities  are  also  con- 
ducted.    They  are  designed  to  improve  the  quality  of 
childrens '  programs,  such  as:  day  care  and  emergency 
services,  and  to  measure  their  impact  on  the  children  and 
families  served.     The  three  major  child  development  programs 
are  Head  Start,  Child  Welfare  Research  and  Demonstration, 
and  the  Child  Abuse  and  Neglect  Prevention  and  Treatment 
Program.     Support  for  day  care  service  is  provided  by  the 
Child  Welfare  Services  State  Grants  program. 


355 


HEAD  START 


(Dollars  in  thousands) 


Head  Start  Total 


FY  1980 
$735,000 


FY  1981 
$820,000 


FY  1982 
$950,000 


Head  Start  is  a  comprehensive  preschool  program  which 
serves  children  and  their  families,  primarily  those  who 
are  poor.     It  encompasses  a  wide  range  of  development 
activities  including  education,  medical,  dental, 
nutritional,  social  and  other  services  with  particular 
emphasis  on  parent  involvement.     Head  Start  funds  full- 
year  and  summer  programs.     The  full-year  programs  provide 
service  either  on  a  full-day  or  part-day  basis.     A  variety 
of  training  and  technical  assistance  activities  are 
provided  to  local  program  staff  to  enhance  the  quality 
and  effectiveness  of  the  services  offered.     Head  Start 
also  conducts  experimental  programs  such  as  the  Child 
and  Family  Resource  Program  which  provides  family-oriented 
child  development  services  according  to  the  assessed  needs 
of  individual  children,  and  Developmental  Continuity,  a 
program  to  facilitate  continuity  of  educational  and  social 
gains  made  in  pre-school  programs  into  elementary  school. 

Head  Start  assures  that  10  percent  of  the  enrollment 
opportunity  in  each  State  is  available  to  handicapped 
children.     This  is  in  accordance  with  the  legislative 
mandate  contained  in  the  authorizing  statute.  Head 
Start  now  provides  services  to  handicapped  preschool 
children  in  an  integrated  setting  with  the  non-handicapped 
and  has  established  service  delivery  linkages  with  State 
and  local  agencies  concerned  with  handicapped  children. 

The  Head  Start  policy  states  that  the  appropriate  duration 
of  a  educational  or  enrichment  program  for  preschool  children 
is  no  more  than  six  hours  per  day.     Beyond  this  period,  it 
is  desirable  for  a  child  to  "return  to  his  own  family  unless 
there  is  no  suitable  caregiver  in  the  home  due  to  employment, 
illness  or  other  reasons."     Only  in  such  cases  may  the 
basic  Head  Start  program  be  supplemental  to  provide  full 
day  care  for  the  child. 

Low-income  children  and  families,  like  other  segments  of 
the  community,  differ  greatly  in  their  need  for  child  care 
and  developmental  services.     Ideally,  Head  Start  programs 
should  be  tailored  to  the  special  and  diverse  needs  of 
each  individual  community  and  child,  with  particular 
emphasis  placed  on  serving  those  with  the  greatest  need. 
Thus,  size  permitting,  each  Head  Start  program  can  provide 
a  balanced  program  of  remedial  and  developmental  services 
that  reflects  the  full  array  of  needs  in  the  community. 
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Administration  for  Children ,  Youth  and  Families 
Indian  and  Migrant  Day  Care  Program 


The  Indian  and  Migrant  Program  Division  in  the  Administration 
for  Children,  Youth  and  Families  funds  grantees  to  provide 
comprehensive  developmental  services  to  migrant  preschool 
children  and  their  families. 

Because  of  the  unique  needs  of  migrant  farmworking  families, 
programs  had  to  be  designed  to  provide  the  family  with 
access  to  these  resources  without  creating  economic  or 
other  hardships.     Resources  alone,  without  an  adequate 
system  of  delivery,  will  not  solve  the  problems  of  migrant 
families  with  preschool  children. 

The  children  are  served  through  a  basic  program  design 
which  incorporates  Head  Start  standards  and  quality  child 
care  services.     This  design  calls  for  some  structural 
modifications  to  the  traditional  Head  Start  program 
including:    (1)   extending  the  hours  of  operation  to  coincide 
with  the  parents'  working  hours;    (2)   allowing  all  pre-school 
children  to  participate,  including  infants,  and   (3)  utilizing 
bilingual  and  bicultural  staff  where  needed.  These 
modifications  are  necessary  in  order  to  provide  the  type 
of  full  service  program  which  is  tailored  to  the  needs 
of  migrant  families. 

There  are  two  basic  program  models:    (1)  The  Prime  Grantee 
model  approaches  the  need  to  extend  the  period  of  services 
by  funding  programs  in  one  location  for  four  or  five 
months.     Families  remaining  in  the  area  for  the  entire 
work  season  have  access  to  a  full  service  program  and  the 
children  receive  educational  benefits  from  having  been 
enrolled  for  a  sufficiently  long  period.     The  Prime  Grantee 
model  also  attempts  to  deal  with  the  problem  of  program 
continuity.     A  referral  system  has  been  devised  to  refer 
participants  to  Head  Start  programs  operating  in  their 
home  base  area.     The  child's  medical  and  educational  records 
are  also  to  be  transferred.      (2)  The  Network  model  operates 
programs  in  both  the  home-base  area  and  user  states.  The 
program  operations  follow  the  migrant  streams  during  the 
seasons  when  field  work  is  available  and  are  located  in 
established  centers  where  large  concentrations  of  migrants 
are  found.     As  the  families  move  from  one  area  to  the  next 
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Indian  and  Migrant  Day  Care 
Program  -  continued 


the  children  can  be  enrolled  at  the     next  site.       As  the 
target  population  increases  or  decreases  in  a  given  area, 
staff  members  are  re-grouped  to  accommodate  the  change. 

The  Administration  for  Children,  Youth,  and  Families  will 
continue  to  refine  these  models  and  to  develop  other 
innovative  approaches  to  guarantee  that  delivery  systems 
of  quality  services  are  provided  to  the  target  population. 
The  Administration  for  Children,  Youth,   and  Families 
recognizes  the  growing  need  for  an  increased  effort  in 
program  development  on  behalf  of  migrants  who  are 
attempting  to  settle  out  and  for  seasonal  farmworker 
families. 

Head  Start  funds  for  training  and  technical  assistance 
projects  provide  direct  assistance  to  Migrant  Head  Start 
programs.     Other  Administration  for  Children,  Youth  and 
Families  funds  are  used  to  support  child  abuse  prevention 
and  treatment  activities  in  Head  Start  programs  and 
experimental  and  research  activities. 


FY  1980  FY  1981  FY  1982 

Actual  Estimate  Estimate 

Migrant  Programs:     $17 , 550 , 241 V  $28 , 122 , 347  -/  $32 , 802 , 085 


1/    This  figure  is  included  in  the  Head  Start  total 
number  of  dollars  for  fiscal  years  1980-82. 
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Research  and  Demonstration 
(Dollars  in  thousands) 


FY  1980  FY  1981  FY  1982 

Actual  Estimate  Estimate 

Research  and  Demonstration  $2,946  $3,250  $3,250 
Day  Care 


The  aims  of  the  Administration  on  Children,  Youth  and  Families 
day  care  activities  are  to  develop  knowledge  and  strategies 
to  assist  in  the  effective  utilization  of  Federal,  State, 
local  and  private  resources  and  in  contributing  input  for 
major  legislation  designed  to  improve  the  quality  and 
availability  of  national  day  care. 

The  overall  goal  for  the  Administration  on  Children,  Youth 
and  Families  in  Day  Care  is  to  improve  the  quality  and 
availability  of  day  care  services  nationwide.  The 
Administration  for  Children,  Youth  and  Families  approach 
to  achievement  of  day  care  related  goals  and  objectives 
emphasis  a  multi-faceted,  multiyear  effort,  involving  (1) 
basic  and  applied  research  in  areas  of  relevance  for  day 
care  policy:    (2)   development  and  validation  of  program 
models  and  service  delivery  systems  which  incorporate 
research  findings;    (3)   evaluation  of  demonstration  model 
operations  and  impacts;    (4)   translation  of  research  and 
development  findings  into  training  and  technical  assistance 
programs  for  intermediate  target  groups  at  State  and  local 
levels;   and   (5)   dissemination  of  knowledge  throughout  the 
day  care  community. 

All  of  the  current  efforts  contribute  toward  the  overall 
goals  of  achieving  a  better  understanding  of  the  needs  of 
the  children  who  are  in  Day  Care  as  a  basis  for  providing 
quality  Day  Care,  taking  into  account  a  variety  of  factors 
including  costs.     The  results  of  several  of  the  projects 
initiated  during  FY  1975  and  1976,  including  the  day  care 
center  and  home  cost-effective  studies,  have  provided  data 
essential  for  activities  having  a  direct  impact  on  this 
goal. 

Although  much  general  information  is  available  in  the  field 
of  day  care  a  need  exists  for  more  specific  usable  information 
designed  to  aid  the  providers  of  day  care  at  the  Federal,  State 
and  local  levels  in  their  efforts  to  deliver  quality  day  care 
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Research  and  Demonstration 
Day  Care-  continued 


at  reasonable  cost  level.     In  this  regard,  there  is  a  need 
for  more  specific  information  about  the  benefits  that 
children  and  parents  derive  from  various  day  care  programs 
and  services  as  related  to  the  cost  of  providing  such 
programs  and  services.     The  Administration  for  Children, 
Youth  and  Families,  has  during  FY  1979,   1980  and  1981  continued 
multi-faceted,  multi-year  research  efforts  in  the  following 
areas:  home-based  day  care,  military  day  care,  infant  care, 
school  age  care,  comparative  licensing  requirements,  day 
care  systems,  and  day  care  management.     These  areas  will 
continue  to  be  examined  in  FY  1982. 
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DIABETES 
Obligations 


Public  Health  Service: 

1981  1982 

National  Institutes  of  1978  1979  1980  Estimate  Estimate 

Health; 

National  Institute  of 
Arthritis, Metabolism  and 

Digestive  Diseases  $  58,928,000  $  67,192,000  $  73,537,000  $  78,104,000  $  79,709,000 


National  Cancer  Institute 

National  Heart, 
Lung  and  Blood 
Institute  

National  Institute  of 
Dental  Research  

National  Institute  of 
Neurological  and  Com- 
municative Disorders 
and  Stroke....  

National  Institute  of 
Allergy  and  Infectious 
Diseases  

National  Institute  of 
General  Medical  Sciences. 

National  Institute  of 
Child  Health  and 
Human  Development  

National  Eye 

Institute  

National  Institute  of 
Environmental  Health 
Sciences. »  

National  Institute 
on  Aging  

Division  of 

Research  Resources  8,183,000  8,354,000  11,755,000      12,426,000  13,820,000 

TOTAL  NIH  $108,425,000  $125,925,000  $135,832,000  $146,715,000  $155,507,000 

Center  for  Disease 

Control                                    1,500,000  2,600,000  4,600,000       4,980,000  4,980,000 

TOTAL  CDC                                  1,500,000  2,600,000  4,600,000        4,980,000  4,980,000 

TOTAL  $109,925,000  $128,525,000  $140,432,000  $151,695,000  $160,487,000 


265,000 

13,609,000 
823,000 

3,272,000 

2,335,000 
1,300,000 

6,692,000 
12,085,000 

100,000 
833,000 


281,000 

14,550,000 
1,073,000 

4,258,000 

2,712,000 
1,334,000 

7,732,000 
16,468,000 

100,000 
1,871,000 


300,000 

15,050,000 
1,211,000 

5,227,000 

1,870,000 
1,487,000 

7,088,000 
16,200,000 

100,000 
2,007,000 


300,000 

15,500,000 
1,721,000 

5,373,000 

2,099,000 
1,500,000 

8,000,000 
19,471,000 

175,000 
2,046,000 


330,000 

16,500,000 
2,291,000 

5,967,000 

2,197,000 
1,500,000 

8,600,000 
22,165,000 

200,000 
2,228,000 


361 


DIVISION  OF  RESEARCH  RESOURCES 

NIH's  General  Clinical  Research  Centers  program,  supported  by  the 
Division  of  Research  Resources,  is  comprised  of  75  specialized  centers  in 
major  hospitals  throughout  the  United  States  where  more  than  3,000  pro- 
tocols are  pursued  annually  by  clinical  researchers.    The  program  supports 
80  percent  of  the  research  inpatient  care  for  the  NIH  categorical  Institutes. 
In  addition,  an  extensive  outpatient  activity  is  conducted  within  the  existing 
centers.    The  range  of  studies,  both  inpatient  and  outpatient,  varies  from 
metabolism  to  organ  transplantation. 

Diabetes  Mellitus 

Studies  on  diabetes  and  pregnancy  are  under  way  at  the  GCRC's  of  the 
University  of  California  in  San  Diego,  Washington  University,  the  Medical 
College  of  Wisconsin,  Case  Western  Reserve  University,  the  University  of 
Virginia,  the  University  of  South  Carolina,  and  the  University  of  Alabama. 
Protocols  are  being  conducted  to  study  diabetic  patients  during  pregnancy 
to  evaluate  the  effect  on  the  mother,  on  the  newborn,  and  on  the  placenta. 

One  measure  of  control  of  diabetes  is  the  amount  of  hemoglobin  A.C. 
Studies  are  under  way  to  correlate  Hb  A]C  during  pregnancy  with  diabetic 
control  and  outcome  of  pregnancy.    Studies  are  also  in  progress  to  determine 
if  there  is  any  difference  in  the  growth  and  development  of  children  born  to 
diabetic  mothers  treated  with  insulin  and  diet  as  compared  to  those  treated 
with  diet  alone.    In  associated  studies,  the  centers  are  attempting  to 
evaluate  the  best  methods  for  instruction  in  dietary  measures  and  therapy  of 
diabetic  pregnant  patients  and  their  offspring.    Techiques  using  nonradio- 
active isotopes  are  also  being  developed  at  the  centers  to  study  glucose  and 
protein  metabolism  in  diabetic  patients  and  their  newborns. 

Among  other  protocols,  center  investigators  are  endeavoring  to 
establish  a  relationship  between  obesity  and  the  utilization  of  insulin. 
Their  studies  suggest  that  there  is  more  resistance  to  insulin  in  the  obese 
diabetic  patient  after  a  meal  than  after  several  days  fast. 

Outlook 

In  recent  years,  research  has  yielded  new  and  exciting  information  on 
the  possible  causes  and  improved  management  of  diabetes  and  its  complica- 
tions.   The  National  Diabetes  Mellitus  Research  and  Education  Act  of  1974 
provided  the  impetus  for  the  expanded,  intensified  research  effort  under  way 
today  in  hospitals  and  medical  centers  around  the  country.    In  cooperation 
with  private,  voluntary  agencies,  the  Federal  Government  is  leading  the 
research  challenge  with  a  multiagency  attack  on  diabetes.    Through  this 
continued,  coordinated  approach,  the  steady  flow  of  developments  is 
expected  to  lead  to  more  effective  methods  of  diabetes  control  and, 
eventually,  to  reduction  in  the  impact  of  this  disease  on  the  nation's 
people  and  its  economy. 
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CENTERS  FOR  DISEASE  CONTROL 
Bureau  of  Epidemiology 

DIABETES 

Diabetes  affects  approximately  10  million  Americans  and 
costs  over  100,000  lives  and  $7  billion  annually.     In  1977,  CDC 
initiated  a  series  of  demonstration  projects  aimed  at  applying 
current  knowledge  of  diabetes  and  traditional  disease  control 
techniques  to  improve  the  health  status  and  quality  of  life  for 
persons  with  diabetes.    Following  are  the  long-term  goals  of  the 
CDC  program  which  in  FY  1981  is  providing  technical  and  financial 
assistance  to  a  total  of  20  states: 

1.  '    Reduce  excess  days  of  hospitalization  among  persons  with 

diabetes  by  50%  (5.5  hospital  days  per  year  for  diabetics, 
for  a  total  of  over  22  million  hospital  days  annually, 
versus  1.5  hospital  days  per  year  for  nondiabetics) . 

2.  Reduce  by  50%  deaths  associated  with  diabetic  coma  in 
juvenile  diabetics. 

3 .  Reduce  lower  extremity  amputations  among  persons  with 
diabetes  by  10%  (over  38,000  amputations  annually). 

4.  Eliminate  the  10-fold  excess  in  perinatal  mortality 
associated  with  pregnancies  of  diabetic  women 
(6-8,000  annually). 

Activities  in  the  project  states  in  1981  and  1982  include 
(1)  developing  core  capacity  (planning,  coordination  and  consen- 
sus-building among  diverse  health  care  providers  and  interest 
groups,  surveillance  activities,  epidemiologic  studies  and 
evaluation) ,  and  (2)   specific  interventions  aimed  at  measurably 
reducing  excess  mortality,  hospitalizations,  amputations,  blind- 
ness, diabetic  coma,  and  other  preventable  conditions  and 
economic  costs.     Long-term  benefit  of  these  projects  in  addition 
to  the  reduction  in  preventable  human  mortality  and  morbidity 
includes  by  conservative  estimate,  elimination  of  $25  in  direct 
and  indirect  costs  for  every  dollar  spent. 

Intervention  activities  in  the  project  states  are  targeted 
at  the  underlying  causes  of  excessive  morbidity  and  mortality 
identified  in  the  project  states,  e.g.,  inadequate  patient  educa- 
tion, lack  of  third  party  payment  for  key  services,  inadequate 
provider  education  and  proficiency,  fragmentation  and  lack  of 
evaluation  of  community  effort.     The  project  role  is  to  influence 
the  quality  and  outcome  of  care  and  to  serve  as  provider  of  last 
resort. 

In  addition  to  continuing  to  provide  consultation,  training, 
technical  direction,  administrative  support  and  financial  assist- 
ance to  the  project  states  in  1981  and  1982,  CDC  staff  at  the 
national  level  will  continue:     (1)  ongoing  studies  and  collabora- 
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tive  activities  with  NIH  and  Indian  Health  Services;    (2)  actively 
participate  on  the  National  Diabetes  Advisory  Board,  the  National 
Diabetes  Information  Clearinghouse,  the  Diabetes  Mellitus 
Coordinating  Committee,  and  Diabetes  Data  Group;  and  (3)  assist 
efforts  to  support  technology  transfer  of  NIH  research  activities 
and  CDC  prevention  activities. 

In  1982,  the  CDC  diabetes  program  will  continue  intervention 
and  capacity-building  activities  in  the  20  project  states  and 
develop  guidelines  based  on  experience  and  results  gained  from 
these  demonstration  settings. 


OFFICE  OF  THE  ASSISTANT  SECRETARY  FOR  HEALTH 
National  Center  for  Health  Statistics 
DIABETES 


The  basis  for  determining  the  total  prevalence  of  diabetes 
mellitus  in  the  United  States  adult  population  20-74  years  of 
age  is  being  obtained  for  the  first  time  in  the  present  program 
of  the  National  Health  and  Nutrition  Examination  Survey  as  an 
aid  to  the  increased  authority  of  the  National  Institutes  of 
Health  and  Center  for  Disease  Control  (Public  Law  93-354)  for 
diabetes  prevention,  control,  research  and  training.  The 
diagnoses  for  the  prevalence  estimates  will  be  obtained  from 
the  physical  examination;  medical  and  dietary  history;  and, 
blood  and  urine  tests  conducted  as  part  of  the  fasting  diagnos- 
tic glucose  tolerance  test  given  to  a  probability  sample  of 
those  adult  examinees  not  presently  taking  insulin. 

The  National  Health  Interview  Survey  has  collected  pre- 
valence data  by  numerous  demographic  population  characteristics 
for  the  year  1976.     In  addition  to  determining  the  prevalence 
of  diabetes  in  the  population,  the  1976  National  Health  Inter- 
view Survey  determined  the  level  of  knowledge  about  this 
condition  of  individuals  reported  to  be  diabetic.  Prevalence 
data  were  also  collected  for  diabetes  in  1978  and  in  1979  from 
a    one-sixth  subsample  of  the  National  Health  Interview  Survey 
sample,  and  are  being  collected  for  an  one-sixth  subsample  in 
1980.     Based  on  data  now  available  from  the  National  Health 
Interview  Survey,  in  1976  about  5.0  million  persons  in  the 
civilian,  noninstitutionalized  population  were  reported  to  have 
known  diabetes,  reflecting  a  rate,  of  23.6  cases  of  known  diabetes 
per  1,000  population.     In  1978  it  was  estimated,  from  the 
National  Health  Interview  Survey,  that  there  were  5.2  million 
cases  of  known  diabetes;  reflecting  a  rate  of  24.3  cases  of 
known  diabetes  per  1,000  population.     In  1979  the  comparable 
number  of  persons  with  known  diabetes  was  5.2  million,  repre- 
senting a  rate  of  24.3  persons  with  known  diabetes  per  1,000 
population.     Further  analysis  of  these  and  other  diabetes - 
related  data  are  currently  in  progress  and  are  being  carried  out 
jointly  with  the  National  Diabetes  Data  Group  and  the  National 
Diabetes  Information  Clearinghouse,  located  within  the  National 
Institute  of  Arthritis,  Metabolism  and  Digestive  Diseases  of  NIH. 
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DIABETES  MELLITUS 

Diabetes  mellitus  is  a  chronic  disease  characterized  by  impaired  insulin 
action  due  either  to  insufficient  production  of  this  hormone,  or  to 
inability  of  the  insulin  which  is  available  to  facilitate  metabolism  of 
glucose  (sugar)  properly,  either  for  energy  or  for  storage  for  future 
use.    Excessive  amounts  of  glucose  accumulate  in  the  blood  and  tissues 
and  overflow  into  the  urine,  causing  the  body  to  lose  its  main  source  of 
fuel.    Impaired  insulin  action  also  leads  to  disordered  protein  and  fat 
metabolism. 

Diabetes  remains  one  of  the  nation's  major  public  health  problems.  In 
the  past  40  years,  the  prevalence  rate  of  this  disease  in  the  United 
States  has  increased  more  than  6-fold;  bringing  the  current  diabetic 
population  to  more  than  5.5  million.    It  is  estimated  that  another  four 
to  five  million  Americans  may  either  have  undetected  diabetes  or  have 
the  potential  for  developing  the  disorder.    This  upward  trend  in  prevalence 
affects  all  ages  and  socioeconomic  groups,  occurring  in  twice  as  many 
women  as  men,  and  with  greater  frequency  among  black  and  elderly  populations. 
The  fifth  leading  cause  of  death  by  disease,  diabetes  directly  claims 
over  35,000  lives  annually,  and  is  a  contributing  factor  to  many  more 
deaths  each  year. 

Although  treatment  with  insulin,  special  diet  and  exercise  has  extended 
the  average  life  expectancy  of  diabetic  individuals,  there  is  still  no 
cure  for  this  disease.    Moreover,  diabetics  are  more  than  twice  as  prone 
to  coronary  heart  disease  and  stroke  than  are  nondiabetics,  experience  40 
times  more  amputations  than  do  the  general  population,  and  account  for 
nearly  20  percent  of  all  kidney  disease  patients  entering  hemodialysis 
programs.    In  addition,  diabetes  is  the  leading  cause  of  new  blindness 
in  the  United  States  today. 

The  impact  of  diabetes  on  the  national  economy  is  substantial.  The 
cost  of  diabetes  today  has  risen  more  than  $7  billion.    These  figures, 
combined  with  the  inestimable  toll  exacted  from  the  quality  of  life  of 
the  diabetic,  highlight  the  need  for  continued  research  progress  in  this 
field. 
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NATIONAL  INSTITUTES  OF  HEALTH 


Because  of  the  many  and  varied  aspects  of  diabetes,  research  on  this 
disorder  is  pursued  by  all  of  the  Institutes  of  the  National  Institutes 
of  Health.    To  foster  and  coordinate  this  broad  range  of  investigation, 
the  Trans-NIH  Diabetes  Coordinating  Cannittee  was  established  in  1977. 

The  committee,  comprised  of  representatives  from  each  of  the  NIH 
components,  is  responsible  for  developing  a  coordinated  NIH  plan  to 
address  needs  and  opportunities  in  diabetes  research,  research  training, 
data  collection  and  analysis,  and  information  transfer.    Notably,  this 
effort  has  led  to  the  development  of  new  and  innovative  mechanisms  of 
support  for  diabetes  research  and  research  manpower  development  throughout 
the  agency. 

A  second  committee,  the  Interagency  Diabetes  Mellitus  Coordinating 
Committee,  was  established  in  1974  to   coordinate  diabetes  problems  through- 
out the  Federal  Government.    Each  year  this  committee  prepares  a  complete 
listing  of  diabetes-related  research  projects  and  activities  that  represent 
the  total  Federal  effort  against  this  disorder.    This  report  provides  an 
overview  of  levels  of  support  by  subject  area  and  agency  and  identifies 
areas  of  insufficient  emphasis  and  of  opportunities  for  collaboration 
between  Federal  agencies. 

The  associate  director  for  diabetes,  endocrinology  and  metabolic 
diseases,  National  Institute  of  Arthritis,  Metabolism,  and  Digestive  Diseases, 
serves  as  chairman  of  both  the  intra-  and  interagency  coordinating  committees. 

National  Institute  of  Arthritis,  Metabolism,  and  Digestive  Diseases 

Research  on  diabetes  mellitus  and  related  disorders  is  primarily 
focused  in  both  the  extramural  and  intramural  programs  of  the  National 
Institute  of  Arthritis,  Metabolism,  and  Digestive  Diseases.    Through  the 
Diabetes,  Endocrinology  and  Metabolic  Diseases  (DEMD)  extramural  program, 
research  and  research  training  is  supported  over  a  wide  range  of  clinical 
and  basic  investigations.    In  addition,  research,  research  training  and 
information  transfer  are  funded  through  the  multipurpose  Diabetes  Centers 
Program. 

Intramurally,  the  Diabetes  Branch  is  recognized  as  one  of  the  most 
productive  research  laboratories  in  the  United  States  today.    In  concert 
with  the  Section  of  Cellular  Metabolism  and  Obesity,  NIAMDD  scientists 
have  made  substantial  progress  in  unraveling  the  complex  mechanism  of 
insulin  action  in  both  normal  and  disease  states.    Moreover,  innovative 
diabetes-related  investigations  in  numerous  intramural  laboratories  NIH- 
wide  have  contributed  significantly  to  the  overall  diabetes  research  effort. 
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RESEARCH  HIGHLIGHTS 


Net  since  the  discovery  of  insulin  over  half  a  century  ago  has  the 
outlook  for  clinical  advances  in  the  treatment,  ultimate  prevention  and 
cure  of  diabetes  been  as  promising  as  it  is  today.    Among  recent  research 
achievements  are: 


significant  advances  in  the  understanding  of  gene  structure  and  ex- 
pression, and  in  recombinant  ENA  biology,  which  are  applicable  to 
a  spectrum  of  diabetes  problems  ranging  from  the  development  of 
the  disease  to  the  unlimited  production  of  human  insulin; 

demonstration  of  the  importance  of  genetic,  viral,  and  immuno- 
logical factors  in  the  development  of  diabetes; 

better  understanding  of  the  fundamental  mechanisms  involved  in 
insulin  synthesis,  secretion,  and  action; 

development  of  methods  to  transplant  pancreatic  islet  cells  that  has 
circumvented  the  problem  of  immune  rejection  and  corrected 
diabetes  in  animal  models; 

development  of  insulin  infusion  systems  (e.g.,  open  loop  infusion 
pumps  and  the  closed  loop  device  or  "artificial  pancreas'')  that 
normalize  elevated  blood  sugar  levels  in  humans  and  animals; 

demonstration  in  animals  that  normalization  of  blood  sugar  levels 
prevents  or  reverses  some  of  the  complications  of  diabetes; 

demonstration  in  human  diabetics  that  normalization  of  blood  sugar 
levels  for  short  periods  of  time  can  improve  and  correct  some  of 
the  functional  defects  of  the  diseases  (e.g.,  perinatal  mortality 
and  blood  vessel  leakage  in  the  eye ) ;  and 

documentation  of  the  effectiveness  of  medical  procedures  in  the 
treatment  of  certain  long-term  complications  of  the  disease  such 
as  antihypertensive  therapy  in  kidney  disease  and  laser  beam 
photocoagulation  in  diabetic  retinopathy. 
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Transplantation  of  Healthy  Islet  Cells  from  Rat  Reverses  Diabetes  in  Mouse 

A  major  step  forward  in  the  field  of  diabetes  research  was  recently 
made  by  Dr.  Paul  Lacy  and  colleagues  at  the  Washington  University  School 
of  Medicine  in  St.  Louis.    The  research  investigators  have  developed  a 
procedure  for  successful  transplantation  of  islets  (hormone-secreting  cell 
clusters  in  the  pancreas)  from  one  animal  species  (rat)  to  another  (mouse) 
without  immune  rejection. 

Within  2  to  4  days  following  transplantation  of  islets  from  healthy 
rats  into  the  livers  of  ten  diabetic  mice,  the  elevated  blood  glucose 
levels  of  the  mice  returned  to  normal.    Most  significantly,  seven  of  the 
ten  mice  continued  to  maintain  normal  blood  glucose  levels  for  several 
months  after  the  transplantation. 

The  success  of  this  procedure  represents  a  significant  advance  both 
in  the  fields  of  immunology  and  organ  transplantation,  and  in  the  continuing 
search  for  better  methods  of  treating  diabetics  who  are  dependent  on 
injections  of  insulin  for  survival. 

Diabetes  Due  to  Abnormal  Insulin 

NIAMDD  grantees  at  the  University  of  Chicago  and  the  University  of 
Colorado  have  identified  an  abnormal  species  of  insulin  in  a  man  with  a 
history  of  noninsul in-dependent  diabetes  and  high  circulating  levels  of 
insulin.    Analysis  of  pancreatic  tissue  confirmed  that  a  mutation  was 
responsible  for  this  defective  structure  and  biological  activity  of  the 
patient's  insulin.    This  finding  by  Drs.  Howard  Tager,  Arthur  Rubenstein 
and  Jerrold  Olefsky  is  the  first  recorded  instance  of  a  biologically 
deficient,  mutant  insulin  molecule  secreted  by  a  diabetic  patient. 

Animal  Model  for  Insulin-dependent  Diabetes  Mellitus  (IDDM) 

The  role  of  the  body's  immune  system  as  a  factor  in  the  development 
of  IDDM  has  gained  increased  research  interest  in  recent  years.    An  appro- 
priate animal  model  that  would  demonstrate  derangement  of  immune  response 
in  diabetes  would  be  an  invaluable  tool  for  understanding  the  cause  of 
this  disorder. 

NIAMDD  grantees  at  the  University  of  Massachusetts  and  Northwestern 
University  have  noted  that  the  characteristics  of  inbred,  spontaneously 
diabetic  BB/Wistar  rats  resemble  those  of  insulin-dependent  diabetes  in 
man.    The  similarities  suggest  that  autoimmunity  (a  process  in  which  the 
body  destroys  its  own  tissues)  plays  an  important  role  in  this  animal  model. 

Drs.  Arthur  Like,  Aldo  Rossini  and  R.  Michael  Williams  tested  this 
hypothesis  by  using  drugs  to  suppress  the  immune  systems  of  the  diabetic 
rats  and  their  nondiabetic,  but  susceptible  littermates.  Immune- 
suppression  did  not  cure  all  the  diabetic  animals,  but  it  did  prevent 
diabetes  in  all  the  normal  rats,  suggesting  that  the  timing  of  immuno- 
suppression may  be  a  vital  factor  in  protecting  the  insulin-producing 
beta  cells  from  injury.    The  investigators  concluded  that  (1)  spontaneous 
diabetes  mellitus  has  an  autoimmune  basis  in  this  laboratory  animal,  and 


78-363  0-81-24 


368 


(2)  that  the  BB/W  rat  holds  promise  as  a  model  for  studying  the  role  of 
immunology  in  the  cause  and  treatment  of  IDEM. 

Insulin  Production  Found  In  Most  Cells  of  the  Human  Body 

Dr.  Jesse  Roth  and  associates  in  the  Institute's  intramural  Diabetes 
Branch  have  found  that  nearly  every  cell  in  the  human  body  makes 
insulin  not — just  those  of  the  pancreas,  as  was  previously  thought.  The 
insulin  produced  outside  the  pancreas,  however,  seems  to  have  no  role  in 
glucose  metabolism. 

It  was  previously  assumed  that  each  of  the  body's  hormones,  including 
insulin,  was  produced  only  by  specialized  cells  in  a  specific  gland. 
Findings  from  several  new  studies  now  challenge  that  notion,  suggesting 
that  cells  may  regularly  produce  all  the  proteins  encoded  in  their  genetic 
material — but  at  a  low  rate — throughout  their  life. 

Dr.  Roth  and  associates  are  now  attempting  to  learn  what  function  the 
insulin  produced  outside  the  pancreas  serves,  and  whether  these  nonpan- 
creatic cells  can  be  "taught"  how  to  replace  the  insulin  of  the  pancreas 
in  sufficient  quantities  to  treat  diabetes  mellitus. 

Two  Distinct  Insulins  in  Guinea  Pigs 

Studies  in  the  guinea  pig  have  permitted  Institute  intramural 
scientists  to  demonstrate  the  existence  of  two  distinct  types  of  insulin 
in  this  laboratory  animal — pancreatic  and  cellular  insulin — and  to 
distinguish  clearly  between  these  two  forms  of  insulin.    These  animals 
are  known  to  have  pancreatic  insulin  quite  different  from  most  mammalian 
insulins.    Using 'specif ic  assays  for  mammalian  and  guinea  pig  insulins, 
however,  Dr.  Jesse  Roth  and  colleagues  showed  that  brain  and  extrapan- 
creatic  tissues  of  the  guinea  pig  contain  insulin  indistinguishable  in 
type  and  concentration  from  those  of  other  rodents  and  of  humans.  This 
development  is  in  marked  contrast  to  the  unusual  insulin  found  in  the 
pancreas  of  the  guinea  pig.    These  data  provide  strong  evidence  that 
cellular  insulin  is  not  derived  from  the  pancreas  via  the  plasma,  but 
rather  is  of  local,  extrapancreatic  origin. 

Mechanism  of  Insulin  Action 

A  fundamental  action  of  insulin  is  its  stimulation  of  glucose  transport 
in  fat  and  muscle  cells.    Until  recently,  however,  the  mechanism  of  this 
action  had  been  completely  unknown.    NIAMDD  intramural  scientists  have  now 
developed  a  method  for  measuring  the  number  of  glucose  transport  systems 
in  membrane  fractions  prepared  from  different  parts  of  fat  cells. 

Using  this  technique,  Drs.  Samuel  Cushman  and  Lester  Salans  in  NIAMDD' s 
Section  of  Cellular  Metabolism  and  Obesity  have  found  that  insulin 
stimulates  glucose  transport  in  the  rat  fat  cell  primarily  through  a 
rapid  and  reversible  shift  of  glucose  transport  systems  from  a  specific 
pool  inside  the  cell  to  the  cell's  outer  surface.    This  observation 
provides  significant  new  insight  into  how  insulin  acts  to  move  glucose 
from  the  blood  into  the  cell. 
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Retinal  Lesions  and  High  Blood  Pressure  in  Diabetic  Pima  Indians 

Institute  scientists  at  the  Southwestern  Field  Studies  Section  in 
Phoenix,  Ariz,  have  completed  a  6-year  study  relating  incidence  of 
retinal  lesions  (retinopathy)  and  blood  pressure  in  diabetic  and  normal 
Pima  Indians.    The  investigators  found  that  among  noninsulin-dependent 
diabetics,  those  whose  systolic  blood  pressure  was  145  or  higher  had  more 
than  twice  the  prevalence  of  retinal  lesions  than  those  with  readings 
below  125. 

Drs.  William  C.  Knowler  and  Peter  H.  Bennett  cautioned  that  the 
correlation  between  rising  blood  pressure  and  the  extent  of  retinal 
lesions  does  not  prove  a  direct  causal  relationship.    It  does, 
however,  suggest  the  need  for  future  studies  to  determine  whether 
controlling  blood  pressure  with  drugs  or  special  diet  could  reduce  the 
incidence  of  retinal  problems  in  noninsulin-dependent  diabetics. 

Diabetes  Centers  Program 

Critical  to  any  biomedical  research  effort  is  the  availability  of 
adequate  facilities,  resources,  and  specialized  programs.    Through  the 
Diabetes  Centers  Program,  NIAMDD  provides  support  for  both  Diabetes- 
Endocrinology  Research  (DERC)  and  Diabetes  Research  and  Training  Centers 
(DRTC).    During  the  past  year,  the  Diabetes  Centers  Program  provided 
support  for  three  DERC's:    the  University  of  Pennsylvania  (Philadelphia), 
University  of  Washington  (Seattle),  and  the  University  of  Iowa  (Iowa 
City);  and  eight  DRTC's:    Albert  Einstein  College  of  Medicine  (Bronx), 
Indiana  University  (Indianapolis),  University  of  Michigan  (Ann  Arbor), 
Washington  University  (St.  Louis),  University  of  Chicago,  Joslin  Diabetes 
Foundation,  Inc.  (Boston),  Vanderbilt  University  (Nashville),  and  the 
University  of  Virginia  (Charlottesville). 

The  primary  requirement  for  establishment  of  either  type  of  center  is 
a  strong  base  of  high  quality,  ongoing  biomedical  research.    In  addition, 
DRTC's  have  a  training/information  transfer  component,  which  includes 
training  of  both  medical  and  allied  health  professionals,  continuing 
education,  model  demonstration,  and  outreach  activities.    The  center 
grant  provides  support  for  core  facilities  (shared  resources),  pilot  and 
feasibility  studies  (new  initiatives),  and  limited  funds  for  program 
enrichment.    This  funding  is  intended  to  strengthen  existing  programs, 
increase  productivity  and  foster  the  generation  of  new  ideas  and  innovative 
research  appproaches. 


370 


NATIONAL  HEART,  LUN3,  AND  BLOOD  INSTITUTE 


Heart  and  blood  vessel  diseases  account  for  about  75  percent  of  all 
deaths  among  diabetics. 

Data  from  the  National  Heart,  Lung,  and  Blood  Institute  (NHLBI) 
Framingham  Study  indicate  that,  among  diabetics  whose  disease  is  severe 
enough  to  require  insulin,  the  incidence  of  cardiac  and  cerebral  disorders 
is  at  least  doubled,  and  the  incidence  of  peripheral  vascular  disorders 
resulting  in  gangrene  is  five  times  that  of  nondiabetics.    Heart  attacks 
and  strokes  were  not  only  more  frequent  among  diabetics  but  were  more 
likely  to  have  a  fatal  outcome;  and,  among  survivors  of  such  events,  the 
long-term  prognosis  was  poorer  than  for  nondiabetics. 

The  increase  in  cardiovascular-disease  risk  with  diabetes  was  more 
pronounced  for  women  than  for  men,  and  particularly  for  younger  women. 
Diabetes  essentially  cancelled  the  relative  protection  against  coronary 
heart  disease  usually  enjoyed  by  women  during  their  reproductive  years. 
The  risk  of  congestive  heart  failure  also  was  substantially  higher  for 
diabetic  women  than  for  diabetic  men. 

Indeed,  glucose  intolerance  in  general  appears  to  be  a  significant 
risk  factor  for  cardiovascular  disease.    In  a  study  among  8,000  Japanese 
males  enrolled  in  the  Honolulu  Heart  Program,  the  investigators  did 
glucose  tolerance  tests  in  all  subjects  at  their  initial  examinations. 
Over  the  next  9  years  of  followup,  the  investigators  found  that 
mortality  rates  for  cardiovascular  diseases  in  general,  for  coronary 
heart  disease,  and  for  sudden  cardiac  death  were  significantly  higher  among 
subjects  with  elevated  blood  sugar  (whether  or  not  they  were  classified  as 
diabetics)  than  among  subjects  with  normal  blood  sugar  levels. 

The  development  of  atherosclerosis  appears  to  be  accelerated  in 
diabetes.    Many  diabetics  exhibit  blood  lipid  abnormalities,  some  of 
which  are  thought  to  increase  susceptibility  to  this  blood-vessel  disease. 

Recently,  much  research  attention  has  been  focused  on  the  lipoprotein 
carriers  of  plasma  lipids — particularly  the  ratio  of  low-density  lipoproteins 
(LDL)— to  high-density  lipoproteins  (HDL) — as  predictors  of  risk  from 
premature  atherosclerosis.    Most  cholesterol  in  blood  is  transported  by 
LDL,  and  high  plasma  levels  of  this  lipoprotein  fraction  are  thought  to 
be  atherogenic.    The  HDL  fraction  also  transports  cholesterol,  but 
these  lipoproteins  may  act  as  "scavengers"  of  tissue  cholesterol,  trans- 
porting it  to  the  liver  for  conversion  or  excretion.    Thus,  high  plasma 
levels  of  HDL  are  thought  to  be  protective  against  atherosclerosis. 

High  LDL: HDL  ratios,  indicative  of  a  heavy  preponderance  of  "bad  guys" 
to  "good  guys"  and  greater  vulnerability  to  atherosclerosis,  are  often 
seen  in  diabetics  whose  disease  is  poorly  controlled.    But  recent  studies 
indicate  that  initially  high  LDL: HDL  ratios  can  be  reduced,  often 
strikingly,  by  adequate  treatment  with  insulin  or  oral  hypoglycemic  agents. 
Improvement  in  blood  lipids  and  lipoprotein  ratios  with  adequate  control 
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of  blood  sugar  levels  was  observed  both  in  juvenile-onset  and  maturity- 
onset  diabetics.    Though  these  results  appear  promising,  it  remains  to  be 
demonstrated  whether  long-term  maintenance  of  this  presumably  more 
favorable  blood-lipid  picture  will,  in  fact,  confer  significant  protection 
against  atherosclerosis  or  its  complication  in  diabetics. 

A  test  that  is  proving  useful  both  in  screening  for  diabetes  and  in 
monitoring  the  effectiveness  of  measures  for  controlling  blood  sugar  levels 
involves  measurement  in  blood  samples  of  the  hemoglobin  variant  HbA]_c. 
This  variant  is  produced  in  circulating  red  blood  cells  by  the  interaction 
of  hemoglobin  A  with  glucose  entering  these  cells  from  the  plasma. 

Normally  HbA]_c  comprises  less  than  6  percent  of  total  hemoglobin;  but 
this  percentage  is  increased  by  persistently  elevated  blood  sugar  levels. 
The  extent  of  the  increase  in  HbAxc  levels  apparently  correlates  well  with 
the  severity  of  the  hyperglycemia. 

The  reaction  generating  HbA^c  is  irreversible,  but  the  rate  of  synthesis 
in  red  cells  is  so  slow  that  it  is  little  affected  by  temporary  swings  in 
blood  glucose  levels,  even  extreme  ones.    Instead,  the  HbA]_c  level  reflects 
the  mean  blood  sugar  level  prevailing  over  the  life  span  of  the  red  cell 
(about  120  days).    Since  control  of  blood  sugar  levels  in  diabetes  is  a 
life-long  proposition,  periodic  determination  of  HbAic  may  be  useful  for 
monitoring  and  "fine  tuning"  diet  or  drug  therapy  as  well  as  for  checking 
patient  adherence  to  the  therapeutic  regimen. 

Though  coronary  heart  disease  is  not  an  inevitable  consequence  of 
diabetes,  the  diabetic  is  at  appreciably  higher  risk  from  the  disease  and 
its  complication  than  is  the  nondiabetic.    Anong.  diabetics  who  develop 
CHD,  it  is  still  uncertain  whether  the  duration  and  severity  of  the 
diabetes  is  directly  related  to  the  extent  and  severity  of  coronary 
artery  involvement. 

In  one  recently  reported  study  among  240  diabetic  patients  with  CHD, 
coronary  angiograms  suggested  that  the  severity  of  CHD  (as  judged  from 
the  number  of  coronary  vessels  involved)  worsened  with  increasing 
duration  of  the  patients'  diabetes. 

However,  in  an  autopsy  study  among  185  subjects  with  maturity-onset 
diabetes  that  had  been  diagnosed  from  a  few  days  to  50  years  before  the 
patients'  deaths,  the  investigators  found  no  statistically  significant 
correlations  between  the  duration  or  severity  of  the  diabetes  and  1)  the 
extent  of  the  coronary  heart  disease,  2)  the  number  of  vessels  involved, 
or  3)  the  number  of  infarcts  found  in  the  hearts  of  the  subjects.  Compared 
with  a  group  of  age  and  sex-matched  nondiabetic  controls,  the  diabetics 
had  more  coronary  atherosclerosis,  the  disease  was  more  diffuse  and 
involved  more  vessels,  and  infarcts  were  more  common.    But  within  the 
diabetic  group,  the  progress  of  coronary  arteriosclerosis  appeared  to 
occur  independently  of  the  progress  of  the  diabetes  itself. 
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Among  diabetics  who  experience  heart  attacks,  about  one-third  have 
little  or  no  chest  pain  during  the  acute  episode.     This  high  incidence  of 
"silent"  (though  no  less  dangerous)  heart  attacks  among  diabetics  is 
thought  to  stem  from  a  diabetes-associated  neuropathy  affecting  cardiac 
nerve  fibers.    Diabetics  are  also  susceptible  to  degenerative  changes  in 
heart  muscle  that  are  believed  to  be  due,  at  least  in  part,  to  diabetes- 
induced  damage  to  the  smallest  blood  vessels  or  microcirculation  of  the 
heart.    This  diabetic  cardiomyopathy  can  lead  to  potentially  serious 
arrhythmias,  heart  enlargement,  or  congestive  heart  failure. 

These  and  other  cardiovascular  problems  associated  with  diabetes  are 
under  study  by  NHLBI-supported  investigators.    In  addition  the  Institute 
is  supporting  a  number  of  clinical  trials  concerned  with  the  primary  or 
secondary  prevention  of  arteriosclerosis  and  its  complications.  Because 
of  diabetics'  heightened  susceptibility  to  premature  arteriosclerosis 
and  its  complications,  the  findings  from  these  studies  may  have  special 
relevance  toward  reducing  morbidity  and  mortality  from  cardiovascular 
disease  among  them. 

The  goal  of  the  primary  prevention  trials  is  to  avert  or  postpone 
the  onset  of  disabling  or  potentially  lethal  manifestations  of  arterio- 
sclerosis by  interventions  against  modifiable  risk  factors. 

The  Institute  recently  concluded  a  5-year  clinical  study  called 
the  Hypertension  Detection  and  Followup  Program.    The  results  of  the 
study  have  important  implications  for  millions  of  Americans.    They  show 
that  vigorous  antihypertensive  therapy  can  prevent  premature  death  among 
the  significant  numbers  of  persons  with  high  blood  pressure,  including 
those  with  so-called  "mild  hypertension." 

Since  diabetes  is  not  only  associated  with  an  increased  incidence  of 
hypertention  but  behaves  as  an  independent  risk  factor  for  cardiovascular 
disease  along  with  hypertension,  this  new  evidence  that  treatment  of  even 
mild  hypertension  saves  lives  and  prolongs  their  quality  is  of  major 
importance  to  the  diabetic. 

People  who  agreed  to  participate  in  the  study  were  divided  into  two 
groups.    The  first  group,  called  the  referred  care  group,  were  advised  to 
seek  treatment  for  high  blood  pressure  from  their  regular  physician.  If 
they  did  not  have  a  physician,  they  were  provided  with  a  list  of  doctors 
and  other  sources  of  medical  care. 

The  second  group,  called  the  stepped  care  group,  were  offered  vigorous 
monitored  treatment  for  their  high  blood  pressure  at  the  participating 
centers.    A  great  deal  was  done  by  the  centers  to  keep  the  patients  in  the 
study. 

Overall  mortality  from  all  causes  was  17  percent  lower  among  the 
stepped  care  group;  and,  perhaps  even  more  dramatic,  death  rates  were 
more  than  20  percent  lower  among  the  participants  in  the  stepped  care 
group  who  entered  the  program  with  so-called  mild  hypertension  (that  is, 
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diastolic  blood  pressure  of  90  to  104  mm  of  mercury).    Further  followup 
data  has  confirmed  the  mortality  findings  and  extended  the  initial  reports 
to  include  remarkable  reductions  in  hypertension-related  morbidity  (left 
ventricular  hypertrophy,  stroke  and  acute  myocardial  infarction)  in  the 
stepped  care  group. 

Approximately  7  percent  of  the  participants  in  the  study  reported 
a  history  of  diabetes  at  the  time  they  entered  the  program.    During  the 
5  years  of  the  program,  a  total  of  15  deaths  were  reported  as  being 
attributable  to  diabetes;  10  of  these  were  in  the  referred  care  group 
and  the  other  5  in  the  stepped  care  group.    Analysis  of  the  data  is 
continuing  and  more  findings  concerning  diabetes  and  hypertension  should 
be  released  in  the  future. 

Other  primary  prevention  studies  still  in  progress  include  the  type  II 
primary  prevention  trial,  evaluating  counter-measures  against  elevated 
blood  cholesterol,  and  the  multiple  risk  factor  intervention  trial, 
evaluating  countermeasures  against  various  combinations  of  elevated  blood 
lipids,  elevated  blood  pressure,  and  cigarette  smoking — all  of  which  are 
especially  hazardous  to  the  diabetic. 

Secondary  prevention  trials  are  concerned  with  increasing  survival 
and/or  improving  the  quality  of  life  among  persons  who  have  already  been 
victimized  by  cardiovascular  diseases.    Studies  in  progress  include  the 
multicenter  investigation  for  the  limitation  of  infarct  size,  the  beta 
blocker  heart  attack  trial,  and  the  coronary  artery  surgery  study. 
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NATIONAL  INSTITUTE  OF  DENTAL  RESEARCH 

The  National  Institute  of  Dental  Research  (NIDR)  supports  studies  of 
dental  complications  of  diabetes  and  of  viruses  as  possible  causes  of  the 
disease  in  young  individuals.    NIDR  investigates  collagen  metabolism  in 
connective  tissues  such  as  bone  and  other  mouth  tissues,  and  the  bio- 
chemistry of  the  basement  membranes  of  small  blood  vessels.    In  addition, 
NIDR  is  trying  to  develop  new  kinds  of  sweeteners  intended  both  to  reduce 
tooth  decay  and  to  improve  dietary  choices  for  diabetics. 

Research  on  the  susceptibility  of  persons  with  diabetes  to  periodontal 
disease  continues.    One  possible  explanation,  demonstrated  in  rodents,  may 
be  that  in  diabetes  both  the  synthesis  and  breakdown  of  collagen  are 
impaired.    Collagen  is  the  chief  protein  in  connective  tissue.  The 
teeth  are  anchored  to  the  jawbone  by  collagen  fibers.    Interference  with 
the  normal  development,  growth  and  turnover  of  these  fibers  as  well  as 
of  the  bone,  may  make  teeth  more  susceptible  to  periodontal  disease  and 
the  individual  less  able  to  repair  the  damage  that  results. 

Scientists  in  the  Institute's  intramural  program  are  studying  the  effects 
of  insulin  on  tissue  development  and  on  normal  cell  processes.    The  initial 
steps  of  synthesis,  the  resulting  components,  and  the  structure  of  basement 
membranes  in  normal  as  well  as  diseased  individuals  are  also  being  investi- 
gated.   Preliminary  observations  suggest  that  in  the  smallest  blood  vessels 
of  diabetics,  the  basement  membrane  which  lies  between  the  layer  of  muscle 
and  the  cells  that  line  the  tubes,  may  be  leaky  and  that  the  thickening  which 
scon  develops  is  an  attempt  by  the  body  to  compensate  for  that  defect. 
Additional  studies  are  under  way  to  compare  the  migration  of  cells  during 
wound  healing  in  healthy  and  diabetic  individuals. 

Institute  scientists  continue  to  study  virus-induced  diabetes  in  both 
humans  and  laboratory  animals.    Last  year  they  succeeded  in  isolating  a  virus 
(coxsackie  B4)  frcm  the  pancreas  of  a  child  who  died  of  acute-onset  diabetes 
and  showed  that  this  virus  could  produce  diabetes  when  inoculated  into  mice. 
This  year,  they  looked  for  further  evidence  that  viruses  could  damage  human 
beta  cells  which  make  insulin  by  examining  the  pancreatic  tissues  of  250 
children  who  died  of  overwhelming  infections  from  fourteen  different  viruses. 
They  found  that  in  twenty-eight  cases,  the  insulin-producing  beta  cells  were 
damaged  to  varying  degrees.    The  viruses  most  often  involved  were  either 
cytomegalovirus  or  in  the  coxsackie  B  group. 

tflDR  intramural  scientists  previously  showed  that  the  genetic  background 
of  an  animal  influences  its  susceptibility  of  virus-induced  diabetes.  Now, 
they  have  found  that  the  genetics  of  the  virus  also  influence  the  development 
of  diabetes.    They  showed  that  the  virus  pool  with  which  they  had  been 
working  contained  not  one  virus  but  two  variants  of  the  same  virus  which 
were  antigenetically  indistinguishable.    One  of  these  variants  produced 
diabetes,  whereas  the  other  did  not.    The  scientists  found  that  when  the 
two  variants  were  mixed  together  and  inoculated,  the  variant  which  did  not 
cause  diabetes  completely  prevented  the  development  of  the  disease  by  the 
variant  which  usually  caused  it.    In  addition,  they  showed  that  the  protective 
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effect  of  the  first  variant  came  —  at  least  in  part  —  from  its  greater 
capacity  to  induce  interferon,  which  protected  the  beta  cells  from  infection 
with  the  second  variant. 

Over  the  past  12  months,  NIDR  investigators  have  developed  a  new  animal 
model  which  shewed  that  cumulative  environmental  injuries  from  viruses  and 
chemicals  can  produce  diabetes.    They  found  that  certain  viruses  and  chemicals 
alone  failed  to  produce  diabetes  even  though  each  caused  seme  damage  to  beta 
cells.    However,  when  they  gave  the  chemical  (streptozotocin)  to  a  mouse  and 
several  weeks  later  infected  it  with  a  virus,  diabetes  developed.  These 
studies  raise  the  possibility  that  in  humans,  a  series  of  viral  infections  or 
other  environmental  injuries  (chemicals,  drugs,  toxins),  each  producing  seme 
beta  cell  damage,  could  finally  result  in  diabetes  when  the  reserve  of  beta 
cells  has  been  sufficiently  depleted.    The  scientists  now  hope  to  use  this 
animal  model  to  identify  other  viruses  that  may  cause  diabetes. 


NATIONAL  INSTITUTE  OF  NEUROLOGICAL  AND  COMMUNICATIVE  DISORDERS  AND  STROKE 

Of  the  five  million  known  diabetics  in  the  United  States,  about  10 
percent  have  symptoms  of  painful  burning,  numbness,  or  paralysis  of  the 
extremities,  or  even  more  serious  neurological  problems.    The  causes 
of  these  symptoms  are  not  known,  and  treatment  is  directed  toward  good 
control  of  the  diabetes.    The  National  Institute  of  Neurological  and 
Communicative  Disorders  and  Stroke  (NINCDS)  encourages  research  in  this 
area. 

In  1980,  ten  grant  projects  (including  a  peripheral  neuropathy  clinical 
research  center  at  the  Mayo  Foundation)  were  active.    At  the  Mayo  center, 
in  addition  to  extensive  fundamental  and  clinical  studies,  investigators 
are  examining  the  putative  accumulation  of  alcohol  sugars  in  damaged  fibers. 
Diabetics  are  often  not  "tightly  controlled"  in  regard  to  blood  sugar  levels 
so  that  hypoglycemia  may  be  avoided,  and  scientists  are  concerned  that 
increased  blood  sugar  levels  may  interfere  with  neuronal  metabolism.  Another 
study  at  Mayo  seeks  to  determine  whether  there  is  a  decrease  in  myoinositol 
in  peripheral  neurons. 

Intramurally,  NINCDS  diabetes-related  research  is  concerned  with  non- 
hormonal  blood  factors,  lipoproteins,  cholesterol,  and  triglycerides.  The 
full  effects  of  peripheral,  including  diabetic,  neuropathies  on  the  central 
nervous  system  are  being  studied,  as  are  the  special  problems  created  by 
peripheral  neuropathies  during  pregnancy. 
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NATIONAL  INSTITUTE  OF  ALLERGY  AND  INFECTIOUS  DISEASES 


The  National  Institute  of  Allergy  and  Infectious  Diseases  (NIAID) 
supports  basic  research  on  many  of  the  infections  that  complicate  diabetes. 
The  NIAID  also  furthers  understanding,  on  the  basic  level,  of  specific 
immunologic  processes  and  infectious  agents  that  have  a  possible  relation 
to  the  early  stages  of  diabetes,  and  supports  new  technologies  that  will 
have  a  great  impact  on  the  diagnosis,  monitoring,  and  treatment  of  diabetic 
patients. 

Unrecognized  or  poorly  controlled  diabetics  are  more  prone  to  infection 
than  are  normal  persons.    Of  particular  concern  are  systemic  infections 
caused  by  fungi  and  certain  bacteria.    NIAID-supported  scientists  are 
attempting  to  learn  how  and  why  these  agents  come  to  colonize  the  body  and 
to  develop  new  strategies  for  treatment.    The  most  exciting  studies  involve 
analysis  of  the  subparts  of  fungi  to  determine  which  pieces  actually 
stimulate  the  immune  system  to  fight  the  invaders.    Such  work  is  a  prere- 
quisite to  the  development  of  future  vaccines  for  the  prevention  of  serious 
fungal  disease  in  high  risk 

persons.    Other  studies  are  looking  at  biochemical  signals  that  influence  the 
conversion  of  fungi  from  harmless  saprophytes  to  forms  infectious  to  humans,  a 
process  called  fungal  "dimorphism."    Once  this  process  is  understood,  drugs 
might  be  designed  to  inhibit  the  conversion  and  thereby  control  or  prevent 
serious  human  infection. 

Many  times,  the  difference  between  being  sick  or.  healthy  after  exposure 
to  infectious  agents  depends  on  the  status  of  a  person's  immunity.    There  is 
evidence  that  the  "cell-mediated"  arm  of  the  immune  system  shows  diminished 
function  in  certain  persons  with  diabetes.    NIAID  research  is  rapidly 
advancing  our  knowledge  of  the  body  chemicals  and  cellular  interactions  that 
orchestrate  increased  or  decreased . immune  responses.    Some  studies  explore 
the  interplay  between  the  immune  system  and  infectious  agents  to  see  just 
which  immune  functions  (antibody  or  cellular)  are  most  critical  to  the 
body's  defense  against  different  microbial  invaders.    Much  work  is  focused 
both  on  immunocompetent  cells  called  macrophages  and  on  granulocytes  and 
their  roles  in  bacterial  diseases  that  are  especially  troublesome  to 
diabetic  patients. 

Kidney  disease  is  a  serious  and  frequent  complication  of  diabetes. 
Several  NIAID  scientists  are  studying  the  pathogenesis  of  kidney  disease, 
especially  the  role  of  urinary  tract  infections  (UTI's)  and  the 
circumstances  that  predispose  patients  to  such  infections.    Of  particular 
interest  is  the  work  of  one  grantee  who  is  looking  at  ways  to  avoid 
hospital  acquired  UTI's  a  common  problem  for  diabetic  surgical  patients. 

In  some  cases,  diseased  kidneys  may  be  replaced  with  new  organs,  via 
a  transplant.    The  NIAID,  through  its  Research  Resources  Program,  is  one 
of  the  key  suppliers  of  tissue  typing  reagents  used  by  transplant  teams 
to  check  the  "histocompatibility"  between  organ  donors  and  recipients. 
The  Institute  also  funds  research  designed  to  better  understand  and 
control  the  immunologic  mechanisms  that  underlie  organ  rejection  and, 
therefore,  hinder  more  extensive  use  of  organ  transplantation  as  a 
therapeutic  tool. 
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In  November  1980,  the  NIAID  cosponsored  a  meeting  on  the  immune  system 
and  diabetes,  focusing  on  the  topic  "What  causes  the  initial  lesion  of 
insul independent  diabetes?"*    The  meeting  brought  together  immunologists 
and  diabetologists  to  share  state  of  the  art  presentations  from  both  fields. 
The  interchange  was  designed  to  promote  a  synergy  of  ideas  and  efforts, 
introducing  persons  in  diabetes  research  to  useful  approaches  borrowed  from 
the  "new  immunology"  and  stimulating  basic  immunologists  to  direct  some  of 
their  work  to  the  unanswered  questions  in  diabetes.   Great  interest  was 
shown  in  the  correlation  between  "histocompatibility  type"  and  the  incidence 
of  diabetes  and  in  the  possible  role  of  autoantibodies  (antibodies  directed 
against  one's  own  tissues)  in  the  development  of  diabetes. 

Interest  was  also  shown  in  the  possible  role  of  viruses  in  the  etiology 
of  diabetes.    NIAID-supported  scientists  contribute  to  this  effort  by 
studying  the  basic  mechanisms  of  how  viruses  enter  and  infect  cells  and 
how  defective  viral  forms  may  interfere  with  infection  or  promote  viral 
latency  in  tissues.    Attention  is  directed  to  specific  viruses  that  have 
been  shown  to  influence  the  development  of  diabetes  in  certain  animal 
models. 

Two  new  technologies  that  have  application  to  diabetology  are 
"hybridomas"  and  recombinant  EN  A. 

Hibridomas,  the  brainchild  of  cell  culturists  and  immunologists,  are 
lines  of  fused  cells  that  make  highly  specific  antibodies  called  "monoclonal 
antibodies."    Such  antibodies  will  find  use  in  diagnostic  tests,  in  various 
monitoring  situations,  as  research  tools,  and  potentially,  in  therapeutics. 
For  example,  one  NIAID  grantee  has  produced  a  monoclonal  antibody  specific 
for  insulin.    This  will  improve  tests  for  blood  insulin  levels  and  facilitate 
purification  of  insulin  from  either  animal  or  recombinant  DNA  sources. 

Springing  from  the  basic  contributions  of  enzymologists ,  bacteriologists, 
and  molecular  biologists,  recombinant  DNA  technology  has  matured  into  a 
commercially  attractive  means  of  producing  important  biologic  materials .  The 
NIAID,  through  its  Office  of  Recombinant  DNA  Activities,  monitors  much  of  the 
recombinant  DNA  work  in  the  United  States.    Recently,  industrial  firms  have 
begun  development  of  recombinant  DNA  techniques  to  make  human-type  insulin  in 
bacterial  cells.    Hopefully,  in  the  not  too  distant  future,  these  ventures 
will  provide  much  needed  hypoallergenic  insulin  and  will  stabilize  the  insulin 
supply  for  .all  those  who  need  it. 
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NATIONAL  INSTITUTE  OF  GENERAL  MEDICAL  SCIENCES 

The  National  Institute  of  General  Medical  Sciences  (NIG MS)  supports 
research  and  research  training  in  basic  biomedical  fields  that  undergird 
disease-specific  initiatives  of  other  NIH  Institutes,  such  as  research  on 
diabetes. 

As  part  of  the  NIGMS-sponsored  Human  Genetic  Mutant  Cell  Repository 
at  the  Institute  for  Medical  Research,  Camden,  N.J.,  112  lines  of  cells  in 
culture  from  diabetic  patients  and  members  of  their  families  are  maintained 
and  made  available  to  scientists  worldwide  for  investigations  into  the 
hereditary  characteristics  of  the  disease. 

At  the  NIGMS-supported  Genetics  Research  Center  at  Albert  Einstein 
College  of  Medicine,  Dr.  H.  M.  Nitowsky  and  his  colleagues  are  studying 
alterations  of  lysosomal  enzymes  in  the  body  fluids  and  tissues  of  insulin- 
dependent  diabetics.    Preliminary  investigations  indicate  that  changes  in 
the  pattern  of  urinary  excretion  of  these  enzymes  may  be  an  early  and 
sensitive  sign  of  kidney  disease  in  diabetic  patients.    Further  studies  are 
in  progress  to  establish  the  mechanism  and  significance  of  these  changes. 

With  support  from  the  NIG  MS  Pharmacological  Sciences  Program,  Dr.  Perry 
Halushka  at  the  Medical  University  of  South  Carolina  has  been  investigating 
the  role  of  thromboxanes  (certain  prostaglandin  substances  synthesized  by 
blood  platelets)  in  various  pathological  conditions,  including  diabetes. 
His  studies  indicate  that  these  substances  play  a  role  in  the  abnormal 
clumping  of  platelets,  an  important  factor  in  diabetes-related  heart  disease. 
Dr  Halushka' s  studies  provide  a  biochemical  basis  for  the  design  and 
development  of  drugs  to  combat  this  problem. 

At  the  University  of  Wisconsin,  Dr.  Stuart  J.  Updike,  an  N3GMS  grantee, 
and  his  associates  have  developed  an  implantable  sensor  that  can  accurately 
detect  glucose  concentrations  in  whole  blood  or  plasma  ranging  from 
1,500  mg  glucose/dl  down  to  zero.    No  other  analytical  method  in  use  today 
has  such  a  wide  range  of  sensitivity  and  can  claim  such  accuracy  and  pre- 
cision. 

The  sensor  is  now  undergoing  clinical  evaluation.    Anticipated  uses 
include  monitoring  of  acutely  ill  diabetics,  diabetic  mothers  undergoing 
childbirth,  and  diabetics  having  major  surgery.    The  sensor  might  eventually 
serve  as  a  component  of  an  "artificial  pancreas"  for  diabetic  patients. 
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NATIONAL  INSTITUTE  OF  CHILD  HEALTH  AND  HUMAN  DEVELOPMENT 

The  research  effort  of  the  National  Institute  of  Child  Health  and  Hunan 
Development  (NICHD)  aims  primarily  to  prevent  disease  and  disability  through 
studies  designed  to  insure  maximum  health  during  pregnancy,  infancy,  and 
childhood.    It  is  in  this  area  that  studies  in  diabetes  are  most  relevant 
to  the  Institute's  mission. 

The  diabetes  program  of  the  NICHD  has  grown  rapidly  in  the  past  5  years. 
In  fiscal  year  1975,  the  Institute  suported  13  research  projects  on  diabetes 
mellitus  for  about  $1.5  million.    By  fiscal  year  1980,  the  number  of  projects 
had  increased  to  more  than  80,  with  an  increase  in  funds  to  over  $7  million.* 

Program  Initiatives 

Since  1977,  the  NICHD  has  issued  a  number  of  announcements  inviting 
members  of  the  scientific  community  to  apply  for  funds  to  support  studies  in 
diabetes,  including  "Diabetes  in  Pregnancy:    Effects  on  Mothers  and  Offspring;" 
"Infant  Nutrition,"  which  encompassed  obesity,  a  precursor  of  insulin- 
dependent  diabetes;  and  joint  announcements  with  other  Institutes  on  the 
epidemiology  of  diabetes,  as  well  as  overnutrition  and  obesity.    In  addition,, 
a  Special  Emphasis  Research  Career  Award  on  diabetic  aspects  of  obstetrics, 
perinatology  and  pediatrics  was  announced  in  1978,  sponsored  jointly  by  the 
NIAMDD  and  the  NICHD.    It  prompted  several  awards  in  fiscal  year  1980,  one 
from  the  NICHD. 

Contracts  were  awarded  on  diabetes  mellitus  in  fiscal  year  1978  for 
tSenetic  Linkage  Analysis  of  Junenile  Diabetes  Mellitus"  and  "Relative  Risks 
of  Diabetes  in  Users  of  Contraceptive  Steroids."    Both  contracts  were  renewed 
in  fiscal  year  1980.  .  The  genetic  study  has  already  yielded  important  infor- 
mation about  genetic  marker  associations  with  insulin-dependent  diabetes 
mellitus  (IDDM),  and  about  pattern  of  segregation  of  genetic  markers  within 
families  of  diabetics.    The  project  has  proved  to  be  a  valuable  resource  for 
investigators  working  on  the  etiology  of  IDDM. 

Researchers  use  the  extensive  collection  of  sera  taken  from  families 
of  diabetics  for  anlyses  of  preinfectious,  acute,  and  convalescent  titres 
of  antiviral  antibodies.    This  valuable  collection,  which  represents  many 
diabetic  pedigrees,  can  also  be  used  to  confirm  or  deny  reports  of  other 
workers  seeking  associations  of  genetic  markers  with  IDDM. 

Clinical  Trials 

Because  stillbirths,  neonatal  deaths,  and  birth  defects  threaten  the 
pregnancies  of  diabetic  women,  the  NICHD  in  fiscal  year  1978  began  support  of 
a  prospective  clinical  trial  in  which  serum  glucose  is  strictly  controlled 
throughout  pregnancy  and  the  incidence  of  perinatal  mortality,  morbidity,  and 


*Does  not  include  funds  for  two  Major  Research  Programs  funded  for  18  months 
in  fiscal  year  1979. 
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birth  defects  is  charted.    The  control  of  serum  glucose  during  the  latter 
half  of  diabetic  pregnancies  is  known  to  reduce  the  risk  of  perinatal 
mortality.    It  is  not  known  if  similar  control  in  the  first  half  of 
pregnancy  also  enhances  outcome,  in  regard  to  both  infant  suvival  and  birth 
defects.    The  implications  of  the  study  for  the  management  of  diabetic 
pregnancies  are  expected  to  be  important  ones. 

In  view  of  the  pressing  problem  of  fetal  death  and  birth  defects  in 
diabetic  pregnancies,  the  NICHD  sought  to  increase  the  number  of  diabetic 
pregnancies  under  study  by  issuing  an  announcement  in  1979  entitled 
"Malformations  and  Fetal  Losses  in  Pregnancy  in  Women  with  Juvenile-onset 
Diabetes  Mellitus."    In  response,  five  prospective  clinical  trials  were 
initiated  in  fiscal  year  1980,  in  a  collaborative  effort  to  determine 
the  relationship  of  metabolic  control  of  diabetes  early  in  pregnancy  to 
fetal  development. 

Special  Projects 

The  NICHD  funds  four  Major  Research  Programs  (MRP's)  focusing  on  diabetic 
pregnancies  and  infants  of  diabetic  mothers.    Senate  Report  No.  94-366  had 
directed  the  NICHD  to  develop  these  programs  in  order  "to  undertake  concerted 
biomedical  and  behavioral  research  efforts  directed  toward  infant  survival." 

To  carry  out  the  directive,  the  NICHD  mounted  a  major  research  effort  in 
the  area  of  diabetic  pregnancies,  since  these  high-risk  pregnancies  contribute 
significantly  to  infant  mortality  and  morbidity  in  this  country.    An  insulin- 
dependent  diabetic  woman  has,  at  best,  a  90  percent  chance  of  delivering  an 
infant  who  will  survive,  and  her  infant's  chance  of  having  a  birth  defect  is 
about  8  percent. 

Creation  of  the  MRP's  responds  also  to  a  recommendation  of  the  National 
Commission  on  Diabetes  Mellitus,  namely,  that  the  NICHD  support  long-range 
studies  of  infants  of  diabetic  mothers.    Each  of  the  MRP's  has  been  funded 
for  5  years  and  may  be  renewed  for  5  more.    The  MRP's  are  multidisciplinary 
and  contain  research  projects  entailng  both  basic  and  applied  research  on 
clinically  significant  health  problems. 

The  research  objective  of  one  MRP  is  to  demonstrate  how  the  concentration 
and  disposition  of  metabolic  fuels  during  pregnancy  influence  the  growth  of 
the  offspring.    The  goal  of  the  research  is  to  reduce  perinatal  loss  and 
morbidity  and  to  identify  factors  that  contribute  to  the  onset  or  aggravation 
of  diabetes  in  mother  and  infant. 

The  aim  of  another  MRP  is  to  develop  techniques  which  will  permit  the 
prenatal  detection  of  abnormal  fetal  metabolism,  identification  of  the 
mechanisms  involved,  and,  ultimately,  the  prevention  of  aberrant  development 
and  brain  damage  through  prenatal  intervention. 

A  third  MRP  is  studying  abnormal  carbohydrate  metabolism  from  a 
developmental  point  of  view  in  order  to  provide  for  better  treatment  for 
diabetic  patients.    For  example,  an  epidemiologic  study  of  pregnancy  among 
Pima  Indians  has  disclosed  a  correlation  between  high  maternal  weight  and 
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babies  born  large  for  gestational  age  (IGA).    A  similar  relationship  was  found 
between  heightened  glucose  levels  in  the  mothers'  blood  plasma  and  IGA  babies. 
These  data  should  prove  helpful  indentifying  diabetic  women  at  risk  for 
delivering  IGA  babies. 

Investigators  working  on  this  MRP  also  have  found  that  the  occurrence  of 
stillbirth  and  infant  mortality  are  strongly  associated  with  a  glucose 
intolerance  detected  pregestation,  the  third  trimester  of  pregnancy  or 
postpartum.    Congenital  malformations  appeared  only  in  the  group  with 
glucose  intolerance  before  pregnancy. 

The  fourth  MRP  undertakes  a  comprehensive  study  of  diabetes  in  pregnancy 
and  in  infants  of  diabetic  mothers.    Investigators  have  shown  that  insulin  in 
utero  can  funtion  as  a  growth-promoting  hormone.    When  fetal  hyperinsulinemia 
is  produced  in  utero,  fetal  growth  is  stimulated,  with  the  result  that  the 
liver,  placenta  and  spleen  of  hyper insulinemic  fetuses  are  oversized. 

One  of  the  goals  of  this  MRP  is  to  document  the  effects  of  diabetic 
pregnancies  on  infant  development;  and  a  longitudinal  study  of  different 
forms  of  developmental  perception,  such  as  taste  discrimination  and  visual 
attention  span,  is  under  way.    Data  obtained  in  fiscal  year  1980  suggest  that 
infants  of  diabetic  mothers  do  not  show  the  same  affinity  for  sweet  taste  as 
controls,  and  appear  to  have  an  aversion  for  the  sweet  taste. 

In  fiscal  year  1980,  the  NICHD  sponsored  a  conference  called  "Food,  Human 
Evolution,  Health  and  Disease."    Participants  explored  the  evolutionary 
aspects  of  man's  diet  and  the  effects  on  the  human  of  the  selective 
pressure  exerted  by  man's  nutritional  environment.    These  considerations 
are  especially  important  in  regard  to  the  propensity  of  certain  individuals 
and  ethnic  groups  to  become  obese,  insulin-resistant,  and  diabetic. 

The  NICHD  continues  to  expand  its  program  on  nutritional  origins  of 
disease  later  in  life,  with  emphasis  on  certain  aspects  of  obesity  research, 
including:  the  development  of  insulin  resistance;  cerebral  control  of  food 
intake;  psychosocial  determinants  of  excessive  food  intake  and  subsequent 
obesity;  feeding  and  weaning  practices  in  early  life  and  their  effects 
on  carbohydrate  metabolism  and  energy  balance;  development  of  predictors 
of  obesity  and  insulin  resistance  later  in  life  (including  biochemical 
and  enzymatic  profiles  of  populations  of  fat  cells). 
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NATIONAL  EYE  INSTITUTE 


One  of  the  most  common  ocular  complications  of  diabetes  is  diabetic 
retinopathy,  a  disease  of  the  retina,  the  light-sensitive  tissue  that  lines 
the  inside  of  the  eye.    The  earliest  signs  of  diabetic  retinopathy  are 
changes  in  the  shape  of  the  small  blood  vessels  of  the  retina  and  leakage 
of  fluid  from  these  vessels.    As  the  disease  progresses,  the  changes  in 
these  blood  vessels  and  the  surrounding  retinal  tissue  may  become  severe 
enough  to  cause  blurred  vision,  bleeding  into  the  center  of  the  eye,  or 
detachment  of  the  retina.    Forty  percent  of  all  diabetics  show  signs  of 
diabetic  retinopathy  pronounced  enough  to  be  detectable  in  a  routine  eye 
examination,  in  7  percent  the  retinopathy  is  serious  enough  to  cause 
visual  effects,  and  in  2  percent  the  disease  has  progressed  far  enough  to 
cause  blindness. 

In  an  effort  to  safeguard  the  vision  of  people  with  diabetes  the 
National  Eye  Institute  (NEI)  supports  research  aimed  at  improving  the 
treatment  of  diabetic  retinopathy,  detecting  it  earlier,  and  obtaining 
enough  information  about  its  underlying  mechanisms  to  make  prevention  a 
possibility. 

The  ophthalmologist's  ability  to  prevent  severe  visual  loss  in  people 
with  diabetic  retinopathy  has  improved  dramatically  in  the  past  decade, 
thanks  to  photocoagulation,  a  treatment  in  which  powerful  beams  of  light 
from  a  laser  are  directed  into  the  eye  and  used  to  destroy  diseased 
retinal  tissue.    The  value  of  photocoagulation  was  conclusively 
demonstrated  in  the  NEI -sponsored  Diabetic  Retinopathy  Study,*  which 
proved  that  laser  treatment  could  reduce  the  risk  of  severe  visual  loss 
by  60  percent  in  people  with  advanced  or  moderately  advanced  diabetic 
retinopathy.    During  the  last  year,  the  NEI  began  a  campaign  to  inform 
primary  care  physicians,  eye  care  specialists,  and  diabetics  of  the  results 
of  this  study,  thereby  encouraging  timely  and  appropriate  use  of  photo-, 
coagulation  in  patients  who  are  at  serious  risk  of  losing  their  vision. 

Full-scale  recruitment  of  patients  for  another  NEI-supported  clinical 
trial  also  began  in  fiscal  year  1981.    Nineteen  centers  around  the  country 
are  participating  in  this  Early  Treatment  Diabetic  Retinopathy  Study 
(ETDRS) .**    The  ETDRS  will  try  to  determine  whether  people  whose  eyes  show 


The  Diabetic  Retinopathy  Study  was  designed  under  the  direction  of 
Mr.  Fred  Ederer  of  the  NEI's  Office  of  Biometry  and  Epidemiology  and 
was  chaired  by  Dr.  Matthew  Davis  of  the  University  of  Wisconsin. 

** 

ETDRS  clinics  are  located  in:    Los  Angeles,  Menlo  Park,  and  San  Francisco, 
Calif.;  Miami,  Fla.;  Chicago,  111.;  Baltimore,  Md.;  Boston,  Mass.; 
Detroit  and  Royal  Oak,  Mich.;  Minneapolis,  Minn.;  Albany,  N.Y.;  Portland, 
Oreg.;  Philadelphia,  Pa.;  San  Juan,  P.R.;  Salt  Lake  City,  Utah;  Seattle, 
Wash.;  and  Madison  and  Milwaukee,  Wis. 
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early  signs  of  diacetic  retinopathy  should  have  photocoagulation,  by  itself 
or  in  combination  with  low  doses  of  aspirin,  in  hope  of  slowing  or  halting 
progression  of  the  disease,    If  early  treatment  with  photocoagulation  proves 
to  ce  effective  in  reducing  the  risk  of  visual  loss  from  diabetic  retin- 
opathy, practitioners  may  be  able  to  extend  the  use  of  the  laser  to  mildly 
affected  patients  who  would  not  currently  be  considered  for  treatment. 
Ir.  the  ether  -and,  if  eariv  treatment  with  the  laser  is  found  to  be 
iracvisacle,  epr.chalmclcgists  will  cow  that  it  is  test  to  limit  the  use 
tf  t-.otocoaculatior.  to  those  patients  whose  diabetic  retinopathy  has 
progressed  to  a  fairly  advanced  stage,  and  to  look  to  future  research 
for  a  tetter  means  of  early  treatment. 

.-none  the  most  trtr_s:-r  are-cs  row  re:  rg  considered  as  a  possible  early 
treatment  or  preventive  measure  for  ocular  and  other  carpi i cations  of 
diabetes  are  the  aldose  reductase  inhibitors,  a  class  of  drugs  whose 
development  resulted  frtr  casi:  r:-  =  sarc.-.  s.tpcrted  ty  tr.e        ,  Several 
years  ago,  Dr.  Jin  Kinoshita  and  bis  co-workers  of  the  NEI  intramural 
program  showed  that  the  enzyme  aldose  reductase,  which  is  present  in  the 
cells  of  the  lens  and  in  many  tissues  of  the  body,  plays  a  role  in  the 
formation  of  the  sc-^alled  "sugar  cataracts"  which  develop  in  diabetic 
animals ,    This  finding  suggested  that  inhibitors  (drugs  which  block  the 
activity)  of  aldose  reductase  might  slew  or  halt  cataract  formation  in 
diabetic  animals.    Recently,  Dr.  Kinoshita  and  his  colleagues  have  shown 
tr.at  a  particularly  potent"  aldose  reductase  inhibitor,  developed  by  a 
pharmaceutical  company,  car  ronpletely  clock  cataract  formation  in  diabetic 
rats,  even  in  the  presence  of  uncontrolled  diabetes. 

3eca 'use  aldose  reductase  is  present  in  many  tissues,  including  the 
-.erve  cells  and  the  ceils  of  the  diced  vessel  walls  as  well  as  the  lens, 
there  is  hope  that  aldose  reductase  ihibitors  may  be  effective  against  a 
wide  range  of  complications  of  diabetes. 

Several  pharmaceutical  companies  are  row  sponsoring  sc.ciec  in  humans 
to  determine  whether  aldose  reductase  inhibitors  can  prevent  such  compli- 
cations of  diabetes  as  swelling  of  the  lens  of  the  eye,  impotence,  and 
peripheral  neuropathy.    If  aldose  reductase  inhibitors  prove  beneficial 
in  erase  trials,  the  drugs  may  eventually  be  tested  for  effectiveness 
against  cataract  formation  and  diabetic  retinopathy  as  well. 

To  be  successful  as  a  preventive  measure  for  diabetic  retinopathy,  a 
newly  developed  treatment  must  be  effective  in  maintaining  the  health  of 
the  retinal  blood  vessels.    Ophthalmologists  examining  the  eyes  of 
diabetics  have  long  noted  that  in  many  Individuals  these  blood  vessels 
show  distinctive  abnormalities  years  before  any  other  ocular  effects  of 
diabetes  are  detectable.    To  determine  what  underlying  processes  are 
responsible  for  these  blood  vessel  abnormalities  in  diabetes,  and  to 
test  possible  preventive  measures,  scientists  need  reliable  methods  for 
evaluating  the  function  of  the  retinal  circulatory  system  and  for  detecting 
and  measuring  subtle  changes  that  might  represent  very  early  effects  of 
ciaretes.    In  the  past  year,  NEI-supported  investigators  have  made  steady 
crocress  toward  the  development  of  monitoring  techniques  which  will  meet 
this  need. 
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For  example  f  several  medical  scientists  are  developing  tools  for 
measuring  the  circulation  of  blood  in  the  vessels  of  the  retina.  These 
investigators*  are  using  techniques  known  as  laser  Doppler  velocimetry 
and  two-point  f 1 uoropho tone try  to  determine  whether  the  rate  of  blood 
flow  in  the  retinal  vessels  of  diabetics  differs  from  the  rate  in  normal 
controls.    Preliminary  evidence  indicates  that  a  significant,  diabetes- 
associated  reduction  in  blood  flow  can  be  detected  with  these  techniques, 
even  in  diabetics  who  have  not  yet  developed  clinically  evident  retinopathy. 
It  is  possible  that  monitoring  systems  which  assess  blood  flow  will 
provide  medical  scientists  and  clinicians  with  a  means  of  detecting  and 
measuring  the  effects  of  diabetes  on  the  function  and  structure  of  the 
small  blood  vessels  of  the  retina  and  of  assessing  the  efficacy  of  potential 
preventive  measures  like  the  aldose  reductase  inhibitors. 

In  another  effort  to  develop  monitoring  techniques  for  assessing  the 
health  of  the  retina,  several  NEI  grantees  are  evaluating  a  procedure  called 
vitreous  fluorophotcmetry,  which  was  developed  with  NEI  support.**    In  this 
procedure,  a  fluorescent  dye  is  injected  into  the  bloodstream  of  the  diabetic 
patient,  and  special  electronic  instruments  are  used  to  record  the  amount  of 
dye  that  appears  in  the  vitreous,  the  clear  gel  that  fills  the  center  of 
the  eye.    The  investigators  have  shown  that  passage  of  the  fluorescent 
dye  into  the  vitreous  is  more  pronounced  in  diabetics  than  in  nondiabetics, 
and  that  the  rate  of  passage  is  highest  in  individuals  with  severe  diabetic 
retinopathy.    Readings  obtained  in  vitreous  fl uoropho tome try  are  believed 
to  be  a  measure  of  the  leakiness  of  the  blood-retinal  barrier — the  layer 
of  cells  and  cell  junctions  that  shield  the  nerve  tissue  of  the  retina 
from  harmful  substances  carried  in  the  bloodstream.    Recent  research  on 
vitreous  fluorophotcmetry  suggests  that  this  barrier  begins  to  break 
down  in  the  presence  of  diabetes  long  before  the  development  of  ophthalmos- 
copically  detectable  diabetic  retinopathy.    Thus,  there  is  hope  that 
with  further  evaluation  and  refinement,  vitreous  fluorophotcmetry  may 
provide  medical  scientists  with  yet  another  monitoring  technique  that  signals 
early  effects  of  diabetes  on  the  retina  and  that  can  be  used  to  gauge  the 
effectiveness  of  newly  developed  preventive  measures  for  diabetic  retinopathy. 
Of  course,  any  monitoring  technique  which  proves  reliable  in  assessing  the 
health  of  the  retina  and  its  circulatory  system  might  also  be  used  to  test 
the  effectiveness  of  new  measures  for  the  control  of  diabetes  itself. 

Thus,  in  the  past  year,  NEI-supported  researchers  have  not  only  taken 
significant  steps  toward  developing  and  evaluating  early  treatments  for 
diabetic  retinopathy,  they  have  also  made  advances  in  monitoring  techniques 
which  may  accelerate  the  pace  of  discovery  in  coming  years.    Such  progress 
increases  the  likelihood  that  diabetics  will  someday  be  spared  the  compli- 
cations which  threaten  their  vision  and  their  lives. 


Dr.  Charles  Riva  of  the  University  of  Pennsylvania  and  Drs,  J.  Wallace 
McMeel  and  Gilbert  Feke  of  the  Retina  Foundation  in  Boston  are  the 
principal  investigators  participating  in  these  studies. 


NEI  grantees  conducting  this  researach  are  Drs.  Jose  Cunha-Vaz  of  the 
Illinois  Eye  and  Ear  Infirmary  in  Chicago,  Stephen  Waltman  of  Washington 
University  in  St.  Louis,  and  Stephen  Soeldner  and  Lawrence  Rand  of  the 
Joslin  Diabetes  Foundation  in  Boston. 
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NATIONAL  INSTITUTE  OF  ENVIRONMENTAL  HEALTH  SCIENCES 


The  National  Institute  of  Environmental  Health  Sciences  (NIEHS) 
encourages  application  for  research  on  diabetes  and  the  pancreas.  Institute 
interest  lies  in  exploring  relationships  between  exposures  to  environmental 
agents  and  toxic  changes  in  pancreatic  structure  and  function.    More  study 
is  needed  not  only  to  assess  the  hazard  of  cytotoxicity  in  the  exocrine  and 
endocrine  pancreas,  but  also  to  learn  the  mechanisms  of  insult  following 
acute  and  chronic  exposures  to  environmental  agents. 

Additional  information  is  needed  about  how  normal  and  altered  pancreatic 
function  directly  or  indirectly  influence  the  biological  entry,  disposition, 
metabolism,  and  toxicity  of  environmental  compounds,  alone  and  in  combination. 
Thus,  nutritional  status,  influenced  by  pancreatic  dysfunction,  can  induce 
metabolic  changes  that  will  alter  chemical  toxicity  in  other  organs,  and 
dietary  regimens  dictated  by  diseases  such  as  diabetes  can  introduce 
pharmacokinetic  changes  that  alter  in  other  organ  systems  the  toxicity 
of  environmental  agents. 

One  research  grant  related  to  diabetes  was  active  in  fiscal  year  1980. 
A  portion  of  this  grant  assessed  in  animals  and  man  the  interractions  between 
dietary  protein/carbohydrate  (CHO)  composition  and  the  biotransformation  of 
exogenous  chemical  compounds.    The  premise  is  that  diabetic  and  other 
individuals  who  manipulate  Or  restrict  their  diets  may  be  at  increased  toxic 
risk  upon  exposure  to  environmental  agents.    The  data  on  human  subjects  show 
clearly  that  different  protein/CHO  balances  in  diet  influence  the  rates  of 
biotransformation  of  test  drugs.    Significant  variance  is  seen  in  the  plasma 
half-lives  of  drugs  administered  to  individuals  on  high  protein-low  CHO  and 
low  protein-high  CHO  regimens. 

The  Institute's  future  plans  include  investigations  of  population  groups 
who  may  be  at  risk  from  exposure  to  known  pancrea toxic  agents,  as  well  as 
prospective  studies  to  detect  abnormal  glucose  tolerance  in  groups  con- 
sidered to  be  at  risk  for  agents  suspected  of  affecting  islet  cells. 
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NATIONAL  INSTITUTE  ON  AG  EG 

The  National  Institute  on  Aging  (NIA)  conducts  and  supports  biomedical, 
social  and  behavioral  research  related  to  aging,  and  the  diseases  and  other 
special  problems  and  needs  of  the  aged.    Diabetes  is  a  condition  which 
affects  the  elderly  in  a  number  of  ways.    A  decline  in  glucose  tolerance 
with  increasing  age  is  well-documented.    When  this  change  should  be  diagnosed 
and  treated  as  maturity-onset  diabetes  remains  a  matter  of  some  uncertainty. 
It  is  important  for  the  elderly  and  their  physicians  to  understand  the 
mechanisms  responsible  for  this  decline  and  the  possible  consequences  so 
that  an  appropriate  decision  can  be  made  regarding  treatment. 

The  NIA  is  supporting  a  study  by  Dr.  Eve  Reaven  at  the  Veterans' 
Administration  Medical  Center  in  Palo  Alto,  Calif.,  which  is  designed  to 
investigate  the  effects  of  aging  on  the  beta  cell  using  the  Sprague-Dawley 
rat  as  a  model.    These  studies  have  shown  that  islets  of  Langerhans  isolated 
from  12-month-old  or  18-month-old  rats  secrete  less  insulin  in  response  to 
a  given  dose  of  either  glucose  or  leucine  than  do  islets  isolated  from  2- 
month-old  rats.    Islet  size  is  increased  with  advancing  age  due  to  a  rise  in 
the  number  of  beta  cells;  islet  insulin  content  is  increased  even  more. 
Thus  the  decrease  in  insulin  secretion  seen  with  age  is  due  to  a  change 
at  the  beta  cell  level  and  occurs  despite  adequate  stores  of  insulin,  at 
least  in  the  Sprague-Dawley  rat.    Further  studies  are  under  way  to  obtain 
a  better  understanding  of  the  alteration  itself  and  to  determine  whether 
the  intact  rat  is  able  to  compensate  for  this  change  in  beta  cell 
responsiveness. 

Studies  at  the  NIA's  Gerontology  Research  Center  have  demonstrated  the 
role  of  a  gut  hormone  known  as  gastric  inhibitory  polypeptide  (GIP)  in 
carbohydrate  metabolism.    GIP  secretion  is  stimulated  by  glucose  taken 
orally.    In  turn,  GIP  stimulates  the  pancreas  to  produce  insulin  when 
blood  sugar  values  rise  above  a  "permissive"  level.    Drs.  Reubin  Andres, 
Jordan  Tobin  and  Dariush  Elahi  have  found  that  some  individuals  respond 
poorly  to  an  intravenous  glucose  challenge  but  perform  normally  on  an 
oral  glucose  tolerance  test.    These  "disparate  performers"  have  been 
shown  to  produce  more  GIP  than  normal  individuals,  in  effect  compensating 
for  the  diminished  responsiveness  by  the  role  of  the  gut  hormones  as 
well  as  the  beta  cell  and  peripheral  tissues  in  diabetes. 

The  NIA  is  also  supporting  research  which  will  contribute  to  an  under- 
standing of  the  factors  that  enhance  or  hinder  compliance  with  therapeutic 
regimes.    Dr.  Susan  Schiffman  of  Duke  University  in  Durham,  N.C.,  is 
studying  changes  in  taste  and  smell  with  increasing  age.    She  has  found 
that  the  detection  thresholds  for  a  wide  range  of  sweeteners  increase 
with  age  and  that  the  elderly  require  more  of  a  given  sweetener  than  the 
young  in  order  to  have  the  same  sense  of  sweetness.    These  findings 
raise  important  issues  for  the  dietary  management  of  diabetes. 

It  has  been  hypothesized  that  juvenile  diabetes  is  a  model  for 
accelerated  aging.    Dr.  Joy  Archer  of  Hahnemann  Medical  College  in 
Philadelphia,  Pa.,  is  studying  skin  fibroblast  cells  cultured  from  skin 
biopsies  of  persons  diagnosed  as  having  diabetes  for  differing  lengths 
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of  time.     She  is  using  doublings  and  plating  efficiency  as  an  index  of 
cell  aging.    Results  thus  far  have  shown  a  modest  reduction  in  total 
cell  growth  in  cultures  derived  from  skin  biopsies  of  diabetics  as  compared 
to  normal  subjects,    plating  efficiency  was  found  to  be  lower  in  cells 
derived  from  diabetics  than  from  nondiabetic  controls.    These  differences 
do  not  appear  to  reflect  a  genetic  defect  in  the  cells  but  rather  seem 
to  be  related  to  the  duration  of  the  disease. 

In  an  effort  to  encourage  research  in  the  area  of  diabetes  as  it  relates 
to  the  elderly,  NIA  issued  an  announcement  jointly  with  NIAMDD  in  February 
1980  for  a  Special  Emphasis  Research  Career  Award  on  diabetes  in  the  elderly. 
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DIGESTIVE  DISEASES 
Obligations 

Public  Health  Service: 

1981  1982 

National  Institutes  of  1978  1979  1980  Estimate  Estimate 

Health: 

National  Institute  of 
Arthritis,  Metabolism  and 

Digestive  Diseases.  $33,461,000  $38,286,000  $42,104,000  $46,142,000  $45,318,000 

National  Institute  of 

Dental  Research  $      825,000  $      885,000  $      949,670  $  1,044,638  $  1,149,101 

National  Institute  of 
Allergy  and  Infectious 

Diseases  $23,565,000  $25,920,000  $15,700,000  $16,447,000  $16,693,000 

National  Institute  of 

General  Medical  Sciences. $      974,000  $  2,540,000  $  2,540,000  $  2,540,000  $  2,540,000 

National  Institute  of 
Child  Health  and  Human 

Development  ,$  2,993,000  $  4,707,000  $  3,588,000  $  3,800,000  $  4,000,000 

TOTAL  ...$61,818,000  $72,338,000  $64,881,670  $69,973,638  $69,700,101 
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NATIONAL  INSTITUTES  OF  HEALTH 
DIGESTIVE  DISEASES 


Digestive  diseases  are  a  major  health  problem  in  the  U.S.  today.  Some 
20  million  Americans  are  chronically  ill  due  to  digestive  disease  and  more 
Americans  are  hospitalized  because  of  these  diseases  than  for  any  other 
group  of  disorders.    The  enormous  economic  cost  of  diseases  of  the  digestive 
tract  in  direct  medical  care  has  been  estimated  at  $17  billion  yearly  and 
another  $35  billion  in  lost  work  and  wages.    Most  serious  of  all,  digestive 
diseases  cause  approximately  200,000  deaths  a  year.    This  substantial  impact 
points  to  the  importance  of  studying  these  disorders,  some  of  which  remain 
poorly  understood. 

National  Institute  of  Arthritis,  Metabolism,  and  Digestive  Diseases 

The  digestive  diseases  program  of  the  Institute  includes  research  into 
the  causes,  treatment,  diagnosis,  and  prevention  of  disorders  of  organ 
systems  of  the  gastrointestinal  tract.    These  organ  systems  include  the 
esophagus,  stomach,  pancreas,  liver,  gallbladder,  and  the  small  and 
large  intestines.    Major  digestive  diseases  under  study  include  esophagitis, 
peptic  ulcer,  diverticulitis,  infectious  diarrhea,  ileitis  (Crohn's 
disease),  ulcerative  colitis,  malabsorption,  gallstones,  cirrhosis,  and 
others.    The  known  causes  include  infections,  metabolic  (biochemical) 
disorders,  genetic  defects,  neuromuscular  disorders,  toxins,  and  reactions 
to  life  stress. 

The  National  Institute  of  Arthritis,  Metabolism,  and  Digestive  Diseases 
(NIAMDD)  bears  the  primary  responsibility  for  the  Government's  program  of 
research  in  digestive  diseases.    The  Institute's  intramural  research  in 
Bethesda  and  the  program  of  extramural  grants  to  scientists  at  research 
centers  across  the  country  support  investigations  of  a  broad  array  of 
ailments  of  the  digestive  tract.    Research  progress  is  being  achieved 
through  intensive  laboratory  experiments  and  clinical  trials. 

Research  Highlights 

Gallstones 

About  18  million  people  in  the  United  States  have  cholesterol  gallstones. 
Removal  of  the  gallbladder  is  the  sixth  most  common  operation  performed  in 
this  country.    About  500,000  gallbladder  operations  are  carried  out  yearly 
at  a  cost  of  more  than  $1  billion.    Persons  undergoing  gallbladder  surgery 
are  often  elderly  and  sometimes  poor  surgical  risks,  and  6,000  deaths  occur 
in  connection  with  gallbladder  surgery  each  year. 

Dissolving  Gallstones 

Oral  administration  of  chencdeoxycholic  acid  (CDCA)  appears  to  decrease 
cholesterol  synthesis  in  the  liver  and  causes  decreased  cholesterol  secretion 
in  bile.    Only  cholesterol  gallstones  respond  to  this  therapy,  but  they 
represent  approximately  90  percent  of  the  gallstones  seen  in  the  U.S. 
Research  has  shown  that  CDCA  taken  by  mouth  frequently  results  in  dissolution 
of  existing  cholesterol  gallstones. 
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CDCA  is  widely  prescribed  in  Europe,  but  has  not  been  accepted  by  the 
Food  and  Drug  Administration  (FDA)  for  use  in  the  United  States  because 
of  uncertainty  about  its  effectiveness  and  risk.    Evidence  of  liver 
toxicity  has  been  shown  in  animals  but  because  man  metabolizes  one  toxic 
product — lithocholic  acid — such  findings  are  not  expected  in  man.  Further, 
the  possibility  of  elevated  blood  cholesterol  has  been  suggested. 

The  National  Cooperative  Gallstone  Study,  organized  and  supported  by 
NIAMDD,  is  a  multicenter  clinical  trial,  which  has  been  under  way  since 
1973.    The  study  will  evaluate  the  safety  and  effectiveness  of  CDCA  over 
a  2  year  period  in  1,000  carefully  selected  patients  with  cholesterol 
gallstones.    Results  of  this  phase  of  the  study  will  be  analyzed  and 
available  next  year.    A  new  phase  of  the  study  was  recently  initiated  to 
determine  if  low  doses  of  CDCA  will  prevent  recurrence  of  gallstones  in 
that  group  of  patients  whose  gallstones  dissolved  in  the  preceding 
study. 

A  common  problem  in  patients  who  undergo  cholecystectomy  (surgical 
removal  of  the  gallbladder)  is  the  persistence  or  formation  of  cholesterol 
gallstones  in  their  bile  ducts.    NIAMDD  grantee  Dr.  Johnson  L.  Thistle 
and  associates,  of  the  Mayo  Clinic,  Rochester,  Minn,  and  Dr.  William  I. 
Higuchi,  of  the  University  of  Michigan  College  of  Pharmacy,  Ann  Arbor, 
Mich.,  have  been  screening  a  number  of  solvents  in  search  of  an  agent 
that  would  dissolve  efficiently  and  safely  cholesterol  gallstones  in 
humans. 

The  investigators  have  demonstrated  successfully  that  "mono- 
octanoin" — an  emulsifying  agent  derived  from  digested  fat — is  an  excellent 
solvent  for  cholesterol  gallstones.    In  test  tubes,  this  agent  dissolved 
stones  more  than  twice  as  fast  as  bile  salt  solutions.    In  10  to  12 
postcholecystectomy  patients,  it  caused  either  rapid  shrinkage  or  complete 
disappearance  of  stones  that  inadvertently  had  remained  in  the  bile 
ducts.    This  effective  and  inexpensive  agent  appears  to  be  a  satisfactory 
treatment  for  removing  gallstones  that  remain  in  patients  after  biliary 
tract  operations. 

The  first  clinical  trial  in  the  U.S.  to  evaluate  the  effect  of  diet  in 
combination  with  ursodeoxycholic  acid  (UDCA)  in  dissolving  gallstones  is 
being  conducted  by  NIAMDD  grantee  Dr.  Leslie  J.  Schoenfield,  Cedars-Sinai 
Medical  Centers,  Los  Angeles. 

Like  CDCA,  UDCA  is  a  normal  constituent  of  bile.    It  has  been  found  to 
be  as  effective  as  CDCA  in  desaturating  bile  and  dissolving  gallstones  in 
smaller  doses  than  those  required  of  CDCA.    In  the  Cedars-Sinai  study, 
three  types  of  diets  will  be  tested  to  see  if  they  can  shorten  the  time 
required  to  dissolve  gallstones  with  UDCA. 

Aspirin  Suppresses  Gallstone  Formation  in  Test  Animals 

NIAMDD  grantees  Drs.  Martin  C.  Carey,  J.  Thomas  Lament  and  associates 
at  the  Harvard  Medical  School  and  the  Peter  Bent  Brigham  Hospital,  Boston, 
have  shown  that  aspirin  can  inhibit  gallstone  formation  in  experimental 
animals.    The  gallbladders  of  all  animals  fed  cholesterol  alone  had  a  thick 
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mucus  gel  with  numerous  cholesterol  crystals  and  stones.    In  contrast,  the 
gallbladder  of  animals  treated  with  aspirin  and  cholesterol  had  no  mucus 
gel,  cholesterol  crystals  or  stones,    required  to  dissolve  gallstones 
with  UDCA. 

Gallbladder  Function  and  Gallstone  Formation  During  Pregnancy 

Previous  studies  have  established  that  cholesterol  gallstones  are  more 
prevalent  among  women  than  men,  especially  during  pregnancy  and  periods 
of  medication  with  contraceptive  steroids.    The  mechanisms  underlying 
this  sex  difference,  however,  remain  obscure.    A  study  was  undertaken  by 
NIAMDD  grantee  Dr.  Fred  Kern,  Jr.,  and  collaborators,  at  the  University 
of  Colorado  Health  Sciences  Center,  Denver,  Colo. ,  to  determine  whether 
the  pregnant  state  and/or  contraceptive  steroids,  alter  gallbladder 
function  in  a  manner  conducive  to  the  production  of  gallstones. 

The  researchers,  using  ultrasonography  to  measure  gallbladder  size  during 
pregnancy,  found  the  volume  of  bile  in  this  organ  to  be  significantly 
increased  and  its  emptying  rate  decreased.    These  abnormalities  were  probably 
influenced  by  high  levels  of  estrogen  and  progesterone  as  well  as  increased 
content  of  the  gallbladder  and  a  diminished  bile  acid  pool.    Such  findings 
strengthen  the  view  that  pregnancy  increases  the  risk  of  cholesterol 
gallstones  by  impairment  of  gallbladder  function,  but  provide  no  evidence 
that  contraceptive  steroid  medication  also  promotes  stone  formation  by 
interference  with  the  gallbladder. 

New  Hamster  Model  of  Cholesterol  Gallstone  Formation 

NIAMDD  grantee  Dr.  Leslie  J.  Schcenfield,  of  the  Cedars-Sinai  Medical 
Center,  and  collaborators  at  the  UCLA  School  of  Medicine  and  the  University 
of  Toronto,  Canada,  now  report  success  in  developing  a  new  model  of 
gallstone  formation  that  more  closely  approximates  the  human  situation. 
They  fed  female  Golden  Syrian  hamsters  an  increased  cholesterol  diet, 
alone  and  in  combination  with  a  dose  of  ethinyl  estradiol  (a  female 
hormone)  within  the  range  currently  used  in  oral  contraceptives.  In 
these  experimental  preparations,  chencdeoxycholic  acid  (CDCA)  and 
ursodeoxycholic  acid  (UDCA)  prevented  gallstone  formation  via  mechanisms 
resembling  those  reported  for  humans. 

Crohn's  Disease 

Crohn's  disease  is  a  severe  chronic  digestive  disorder  of  the  small  and 
large  intestine,  which  affects  more  than  10,000  Americans.    Its  cause  is 
unknown.    Patients  suffer  severe  abdominal  pain,  diarrhea,  malnutrition,  and 
sometimes  death. 

Five-Year  Study  Outlines  Treatment  for  Crohn's  Disease 

The  National  Cooperative  Crohn's  Disease  Study,  a  5-year  effort  funded 
by  NIAMDD,  involved  14  university  centers  across  the  country  and  more 
than  700  patients.    Dr.  John  Singleton,  coordinator  at  the  University  of 
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Colorado  Health  Sciences  Center,  Denver,  Colo.,  monitored  the  study  that 
examined  the  usefulness  of  the  three  most  commonly  used  drugs  in  the 
treatment  of  Crohn's  disease.    The  drugs  were  sulfasalazine,  prednisone, 
and  azathioprine.    The  results  demonstrated  that  sulfasalazine  is  a 
useful  and  relatively  less  toxic  drug  for  initial  treatment  of  Crohn's 
disease.    Prednisone  was  clearly  the  most  effective  treatment  for  disease 
of  moderate  and  greater  severity. 

Other  results  showed  that  both  prednisone  and  sulfasalazine  are 
significantly  better  than  a  placebo  in  causing  a  remission  of  active 
Crohn's  disease.    Azathioprine  was  somewhat  better  than  a  placebo,  but 
not  enough  to  be  statistically  significant.    None  of  the  three  drugs  was 
better  than  a  placebo  in  preventing  flare ups  or  recurrence  of  the  disease 
for  more  than  a  period  of  1  or  2  years.    A  second  phase  of  the  study 
showed  that  the  combination  of  prednisone  and  sulfasalazine,  was  less 
effective  than  prednisone  alone  for  inducing  remission. 

In  the  course  of  screening  more  than  1,400  patients  and  studying  over 
700  of  them  for  periods  of  up  to  2  years,  the  investigators  were  able  to 
make  other  determinations  about  Crohn's  disease.    For  example  the  X-ray 
characteristics  of  the  disease  were  carefully  and  exhaustively  defined 
to  aid  radiologists  in  recognizing  and  following  its  course.    In  addition, 
the  value  of  rectal  biopsy  in  diagnosis  was  examined  and  found  to  be 
minimal.    The  response  of  Crohn's  disease  to  surgery  was  also  documented 
to  aid  surgeons  in  deciding  when  to  operate  on  patients  with  the  disease. 

Viral  Agent  Involved  in  Crohn's  Disease  , 

Current  research  studies  by  NIAMDD  grantee  Dr.  Kiron  Das,  Albert 
Einstein  Medical  Center,  New  York,  have  demonstrated  that  a  viral  agent 
was  present  in  lymph  node  filtrates  of  patients  with  Crohn's  disease. 
These  filtrates  produce  lymphomas  in  mice  whereas  similar  filtrates 
from  patients  free  of  Crohn's  disease  did  not.    These  studies  strongly 
suggest  that  lymphoma  production  in  mice  by  Crohn's  disease  tissue  fil- 
trates is  related  to  a  viral  agent.    At  present,  the  relationship  of  the 
agent  to  the  active  disease  in  man  is  unclear  and  requires  continued 
research. 

Zollinger  -  Ellison  Syndrome 

Patients  with  the  Zollinger-Ellison  syndrome  (ZES)  suffer  from 
intractable  peptic  ulcers,  massive  secretion  of  stomach  acid,  and  tumors 
of  noninsulin-prcducing  cells  in  their  pancreatic  islets.    Although  such 
patients  have  been  treated  with  total  gastrectomy  (removal  of  the  stomach) 
and  the  drug  cimetidine,  both  of  these  treatments  have  distinct  limitations. 
In  an  effort  to  overcome  these  limitations,  NIAMDD  grantee  Dr.  John  S. 
Ford tr an,  University  of  Texas  Southwestern  Medical  School,  Dallas,  and 
collaborators  at  Baylor  University  Medical  Center,  Houston,  evaluated 
the  effects  of  vagotomy  (cutting  the  nerve  supply  to  the  gastric  glands) 
in  combination  with  cimetidine  on  stomach  acid  secretion  and  the  clinical 
course  of  ZES  patients. 
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The  researchers  found  that  vagotomy  dramatically  reduced  stomach  acid 
output  by  36  to  71  percent  in  three  patients  with  ZES.    Taking  cimetidine 
after  vagotomy  further  reduced  acid  output  in  two  of  these  patients. 
These  results  suggest  that  the  combination  of  vagotomy  and  cimetidine 
may  be  safer  than  total  gastrectomy,  and  might  curb  excess  acid  secretion 
to  a  greater  extent  than  either  treatment  alone.    Discovery  and  removal 
of  pancreatic  islet  cell  tumors  during  the  operation  could  lead  to  complete 
cures  for  approximately  10  percent  of  patients  with  this  syndrome. 

Duodenal  Ulcer 

Patients  with  duodenal  ulcer  secrete  more  stomach  acid  than  normal 
people.    The  explanation  of  this  difference  is  not  fully  understood,  but 
the  increased  release  of  the  stomach  hormone  gastrin  in  response  to  a 
meal  may  be  a  contributing  factor.   Gastrin  strongly  stimulates  secretion 
of  stomach  acid  but  is  markedly  inhibited  by  instillation  of  fat  into 
the  normal  human  duodenum.    A  study  by  NIAMDD  grantees  Dr.  Robert  A. 
Gross  and  Dr.  John  I.  Isenberg,  UCLA  Center  for  Ulcer  Research  and 
Education  (CURE)  directed  by  Dr.  Morton  Grossman,  Los  Angeles,  Calif., 
demonstrated  that  a  fat-containing  meal  significantly  inhibits  gastric 
acid  and  pepsin  secretion,  as  well  as  duodenal  acid  and  pepsin  load  in 
duodenal  ulcer  patients  and  normal  people.    A  fat-containing  meal  does 
not  inhibit  gastrin  release  in  duodenal  ulcer  patients.    This  research 
indicates  that  defective  fat-induced  inhibition  of  gastrin  release  may 
contribute  to  the  increased  gastric  acid  secretion  in  duodenal  ulcer 
patients. 

Chronic  Liver  Disease 

The  largest  single  organ  in  the  human  body,  the  liver  functions  as  a 
"chemical  factory, ■  as  a  clearing  station  for  purification  and  detoxi- 
fication of  blood,  as  a  storage  house  for  certain  nutrients,  as  a  site 
of  production  of  blood  proteins,  and  as  a  secretory  gland  which  aids 
both  digestion  and  the  removal  of  wastes.    Not  surprisingly,  an  organ  of 
such  complexity  is  subject  to  a  wide  variety  of  injuries  and  disease 
states. 

Hepatitis  and  cirrhosis,  both  of  which  are  debilitating  and  potentially 
fatal,  are  the  two  major  liver  diseases.    However,  only  a  small  percentage 
of  patients  who  have  an  acute  attack  of  viral  hepatitis  go  on  to  develop 
chronic  liver  disease,  cirrhosis  or  liver  cancer.    Current  tests  have- 
been  unable  to  distinguish  those  who  are  likely  to  develop  chronic  liver 
disease. 

NIAMDD  grantee  Dr.  D.  Shafritz,  Albert  Einstein  College  of  Medicine, 
Bronx,  has  increased  the  sensitivity  of  a  test  for  detecting  viral 
particles  in  the  liver  by  1,000  times  over  the  previously  most  sensitive 
radioimmunoassay  technique.    By  using  the  newest  techniques  in  molecular 
biology — cloning  of  the  hepatitis  B  virus  and  examining  small  samples  of 
the  liver  directly  for  the  presence  of  viral  DNA — investigators  have 
greatly  increased  the  possibility  of  detecting  persistence  of  the  virus 
in  the  liver. 
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Wilson's  Disease 

Dr.  Harvey  J.  Schugar,  Rutgers  State  University,  New  Brunswick,  N.J. , 
and  associates  at  Thomas  Jefferson  University,  Philadelphia,  have  found 
a  new  drug,  tetramine,  that  is  effective  in  patients  with  Wilson's  disease, 
an  inherited,  progressive  neurologic  and  liver  disease  caused  by  faulty 
copper  metabolism.    There  is  a  need  for  drugs  that  can  be  better  tolerated 
by  patients  with  this  disease  since  there  is  a  high  incidence  of  toxic 
reactions  to  D-penicillamine,  the  drug  presently  considered  effective  for 
treatment  of  this  disorder. 

Upper  Gastrointestinal  Bleeding 

Upper  gastrointestinal  (GI)  bleeding  is  a  common  and  serious  medical 
problem  in  the  United  States.    Each  year  approximately  250,000  new 
hospital  admissions  occur  as  a  result  of  these  bleeding  episodes. 

Over  the  past  20  years,  the  detection  of  disease  responsible  for 
bleeding  has  been  improved  by  the  introduction  of  endoscopy — the  use  of 
flexible,  fiberoptic  instruments  to  view  the  inside  of  the  upper  portion 
of  the  GI  tract.    Despite  this  improvement  in  diagnostic  technique,  the 
10  percent  mortality  rate  for  upper  GI  bleeding  has  not  decreased 
substantially  in  past  years. 

Conference  on  Endoscopy 

The  role  of  endoscopy  in  upper  GI  bleeding  was  addressed  at  a 
consensus  development  conference  on  August  20-22,  1980.    A  ten-member 
panel  of  experts  reviewed  the  use  of  the  technique  and  made  recommendations 
designed  to  aid  practicing  clinicians. 

The  panelists  found  that  endoscopy  is  an  excellent  tool  for  dif- 
ferential diagnosis,  although  its  use  has  not  resulted  in  a  reduction  of 
overall  mortality  due  to  upper  GI  bleeding  episodes.    They  predicted, 
however,  that  the  diagnostic  information  obtained  by  endoscopy  will 
stimulate  the  development  of  newer  therapies  for  treatment  of  the  different 
lesions  causing  upper  G I  bleeding.    In  spite  of  the  increased  diagnostic 
accuracy  of  endoscopy,  the  panel  felt  that  its  high  cost  contributes  to 
the  continued  use  of  contrast  radiography,  the  conventional  mode  of 
investigation  for  upper  GI  bleeding.    The  panel  members  recommended  that 
a  standardized  coding  system  be  developed  to  improve  diagnostic  services. 

Studies  in  Gastrointestinal  Endoscopy 

NIAMDD  grantees  Drs.  Fred  Silverstein  and  Cyrus  Rubin,  University  of 
Washington,  Seattle,  are  studying  the  control  of  GI  bleeding  by  endoscopic 
systems  involving  laser  coagulation,  electrocoagulation,  suture  clips,  and 
tissue  glues.    They  have  found  one  method  to  be  promising  for  the  safe 
and  effective  control  of  massive  bleeding.    This  method  is  tissue  coagulation 
with  the  aid  of  an  argon  laser,  and  in  conjunction  with  pressurized  carbon 
dioxide  to  lessen  blood  flow.    Currently,  a  pilot  trial  is  being  conducted  at 
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the  University  of  Washington  involving  approximately  100  patients.  Data 
obtained  from  this  study  will  serve  as  the  basis  for  a  larger  multicenter 
controlled  trial. 

OUTDOOR 


The  National  Institute  of  Arthritis,  Metabolism,  and  Digestive  Diseases 
is  committed  to  a  coordinated  program  of  basic  and  clinical  research  in 
digestive  diseases.    Highlights  of  the  diversity  and  productivity  of  research 
results,  attained  in  1980  through  Institute  support,  attest  to  continuing  pro- 
gress both  in  our  fundamental  knowledge  of  digestive  diseases  and  in  improve- 
ment in  our  clinical  ability  to  deal  with  them.    It  is  anticipated  that  new 
ideas,  techniques  and  research  findings  developed  by  grant-supported  and 
intramural  scientists  will  help  achieve  a  more  complete  understanding  of  the 
disease  processes  and  improved  treatment  for  people  suffering  from  these 
disorders. 
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NATIONAL  INSTITUTE  OF  DENTAL  RESEARCH 

National  Institute  of  Dental  Research  (NIDR)  conducts,  supports, 
and  coordinates  research  which  will  lead  to  improvement  in  treatment  and/ 
or  prevention  of  oral  diseases  which  cause  pain  or  infection  or  interfere 
with  oral/facial  function  and  appearance.    Research  activities  include 
studies  of  basic  mechanisms  of  health  and  disease  and  the  development  and 
application  of  preventive  and  therapeutic  measures. 

The  Institute  supports  studies  which  are  generally  considered  indirectly 
related  to  digestive  diseases.    Studies  concerned  with  the  oral  environment 
such  as  the  salivary  glands  contribute  to  food  ingestion.    Individuals  suf- 
fering impairment  of  chewing  ability,  salivary  secretions,  taste,  or  smell 
may  develop  unusual  food  selection  or  chewing  habits  which  might  alter  diet 
consistency  and  nutritional  status.    Both  food  composition  and  consistency 
influence  gastrointestinal  health  but  the  degree  to  which  oral  factors  con- 
tribute to  health  or  disease  of  the  digestive  system  is  not  specifically 
known.    The  processes  of  feeding  and  digestion  are  in  continuity. 

This  neurological  unity  of  the  mouth  and  the  alimentary  tract  affords 
further  opportunities  for  studies  of  these  relationships.    As  an  example, 
oral  sensory  perceptions  and  preferences,  particularly  of  taste,  afford 
insights  into  a  person's  psychological  habits  including  those  of  the 
alimentary  tract.    The  relationship  between  oral  experience  and  alimentation 
is  indicated  by  studies  of  animals,  in  which  impairment  of  intestinal 
absorption  was  relieved  by  oral  food  experience. 

NIDR  supports  research  dealing  with  oral-ulcerative  diseases.  Oral 
aphthous  ulcers,  in  particular,  appear  to  have  many  factors  in  common  with 
gastrointestinal  mucosal  disease.    Oral  recurrent  aphthous  ulcers  are 
frequently  associated  with  nontropical  sprue  and  chronic  ulcerative  colitis. 

Similar  relationships  seem  to  exist  between  oral  aphthous  disease,  chronic 
ulcerative  colitis,  and  Behcet's  syndrome.    The  causes  of  these  ulcerative 
conditions  are  not  well  understood,  however,  many  common  factors  seem  to 
exist.    There  is  evidence  for  an  immunopathologic  component  in  oral  aphthous 
ulcers,  Behcet's  syndrome,  and  inflammatory  bowel  disease.    There  also 
appears  to  be  a  relationship  between  the  role  of  deficiencies  such  as  iron, 
B12,  and  folate  in  these  conditions. 

The  mechanism(s)  of  exocrine  secretion  as  they  relate  to  normal  events 
and  to  problems  associated  with  Sjogren's  syndrome  and  cystic  fibrosis 
provide  another  example  of  digestive  disease-related  research  conducted  by 
NIDR.    Research  efforts  on  these  topics  resulting  in  a  better  understanding 
of  the  oral  aspects  of  these  diseases  may  also  secondarily  contribute  to  an 
understanding  of  the  secretory  mechanism  of  the  digestive  tract. 

NIDR's  investigations  into  the  molecular  structure  of  connective  tissues 
contributes  to  gastroenterology  through  a  better  understanding  of  normal 
alimentary  development  and  scarring,  as  in  liver  cirrhosis. 
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NATIONAL  INSTITUTE  OF  Ar.TPTCY  AND  INFECTIOUS  DISEASES 

The  National  Institute  of  Allergy  and  Infectious  Diseases  (NIAID) 
is  committed  to  conducting  research  on  infectious  digestive  diseases,  a 
major  cause  of  morbidity  and  mortality  throughout  the  world  including 
the  United  States.   Gastroenteritis,  for  example,  is  one  of  the  five 
leading  causes  of  childhood  deaths  in  this  country.    The  NIAID  is 
focusing  its  research  efforts  on  discovering  the  epidemiologic  factors 
involved  in  infectious  digestive  diseases,  and  on  finding  methods  of 
managing  and  controlling  these  illnesses. 

During  the  past  year,  NIAID  contractors  at  three  Infectious  Enteric 
Disease  Study  Centers,  using  an  enzyme-linked  immunosorbent  assay  known 
as  the  ELISA,  have  demonstrated  the  prevalence  of  rotavirus  diarrhea  in 
studies  of  middle-class  families  and  children  in  day-care  centers.  The 
contractors  found  that  children  who  became  ill  with  rotavirus  diarrhea 
frequently  transmitted  the  infection  to  other  members  of  their  families. 

The  contractors  also  confirmed  the  finding  that  experience  with  rota- 
virus diarrhea  is  virtually  universal  by  late  childhood.    Therefore,  it 
is  apparent  that  life-long  immunity  to  this  viral  disease  is  not  conferred 
by  previous  exposure,  although  adults  who  contract  rotavirus  diarrhea 
experience  the  illness  in  a  milder  form.    Studies  are  currently  under  way 
to  learn  the  extent  to  which  adults  with  this  milder  form  of  rotavirus 
diarrhea  can  transmit  the  disease. 

Studies  from  developing  countries  show  that  rotavirus  diarrhea  is  a 
cause  of  morbidity  in  both  tropical  and  temperate  climates. 

Cultivatable  rotavirus,  which  was  developed  in  an  NIAID  laboratory, 
will  be  available  to  universities  as  a  reagent  resource  to  stimulate 
further  studies  on  a  broad  front.    High  quality  rotavirus  antigens  and 
antisera  are  being  made  available  by  the  Institute's  Research  Resources 
Branch  to  investigators  throughout  the  world  to  encourage  and  support 
research.    These  valuable  reagents,  produced  by  the  NIAID,  are  procurable 
through  the  World  Health  Organization's  Program  for  Diarrheal  Disease 
Control,  in  addition  to  direct  links  between  individual  investigators  and 
the  NIAID. 

Intensive  work  on  hepatitis  B  has  brought  scientists  closer  to  finding 
the  means  of  controlling  this  infectious  disease.    Experimental  vaccines 
prepared  from  the  purified  antigen  from  hepatitis  B  virus  have  been 
developed  by  Merck,  Sharpe  and  Dohme  and  by  scientists  from  the  NIAID. 
The  vaccine  developed  by  Merck,  Sharpe  and  Dohme  has  been  shown  to  be  highly 
effective  in  studies  done  on  one  group  considered  to  be  at  high  risk  of 
developing  the  disease.    The  NIAID  hepatitis  B  vaccine  appears  to  stimulate 
a  more  rapid  antibody  response  in  vaccine  recipients.    One  of  the  goals  in 
stimulating  a  rapid  response  is  the  possible  use  of  the  vaccine  in  pre- 
venting maternal-infant  transmission  of  hepatitis  B. 
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Scientists  at  the  NIAID  are  also  investigating  hepatitis  A  grown  in 
tissue  culture.    Cell  culture-grown  hepatitis  A  virus  may  lead  to  the 
development  of  a  vaccine  for  hepatitis  A. 

Assays  for  viruses  and  antibodies  of  the  third  type  of  viral 
hepatitis,  called  non-A  non-B,  along  with  methods  for  their  propagation, 
are  being  sought,  with  the  aim  of  eventually  bringing  researchers  closer 
to  finding  methods  of  therapy  and  prevention. 

In  collaboration  with  the  University  of  Maryland  Center  for  Vaccine 
Development,  the  NIAID  is  continuing  studies  with  human  volunteers  to 
develop  an  effective  means  of  combating  Escherichia  coli,  a  major  cause 
of  travelers'  diarrhea,    Studies  at  this  center  demonstrated  that  anti- 
biotic treatment  for  diarrheal  disease  caused  by  E.  coli  effectively 
reduces  the  duration  of  the  disease.    These  same  investigators,  working  in 
Central  America,  demonstrated  that  certain  widely  used  treatments  for 
travelers'  diarrhea  are  not  only  ineffective,  but  may  actually  cause  the 
disease  to  become  worse. 

Cne  live  oral  cholera  vaccine  currently  under  investigation  in  the 
human  volunteer  facility  was  shown  to  induce  effective  immunity  to  cholera 
challenge.    Work  continues  to  demonstrate  the  safety  of  this  vaccine  and  to 
identify  the  most  effective  dose. 

The  most  recent  evidence  strongly  supports  the  trend  toward  developing 
oral  vaccines  for  diarrheal  disease.    Local  immunity  in  the  intestinal 
tract,  which  appears  to  be  an  important  factor  in  developing  protection 
against  both  E.  coli  and  other  cholera-like  diarrheal  diseases,  is  more 
effectively  stimulated  by  this  route  of  administration. 

Scientists  participating  in  the  U.S. -Japan  Cooperative  Medical  Science 
Program  managed  by  the  NIAID  are  continuing  their  collaborative  work  on 
diseases  of  importance  to  Asia.    The  Cholera  Panel  of  this  joint  program 
reported  that,  in  the  past  year,  investigators  at  the  International  Diarrheal 
Disease  Center  in  Dacca,  Bangladesh  noted  a  brief  epidemic  of  cholera 
resistant  to  antibiotics  that  are  usually  used  to  treat  the  disease.  While 
the  epidemic  was  short-lived  and  the  strain  of  cholera  is  no  longer  present, 
the  problem  posed  by  resistant  organisms  will  continue  to  be  of  concern  to 
public  health  officials.    This  underscores  the  importance  of  investigations 
dealing  with  antibiotic  treatment  of  diarrheal  diseases,  and  the  potential 
problems  in  studying  these  diseases. 

NIAID-supported  investigators  have  identified  methods  to  study  immunity 
to  diarrhea  induced  by  E.  coli  that  produce  a  heat-stable  toxin.    This  will 
greatly  accelerate  investigations  of  the  epidemiology  of  this  disease,  and 
should  also  facilitate  the  development  of  a  vaccine. 
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NATIONAL  INSTITUTE  OF  GENERAL  MEDICAL  SCIENCES 

The  National  Institute  of  General  Medical  Sciences  (NIG MS)  supports 
research  and  research  training  in  basic  biomedical  fields  that  undergird 
the  disease  specific  initiatives  of  other  NIH  Institutes. 

While  no  NIG  MS  research  programs  address  digestive  diseases  per  se, 
certain  projects  supported  by  the  Institute  do  have  relevance  for  such 
diseases.    For  example: 

Grantees  under  the  NIG  MS  Pharmacological  Sciences  Program  are  carry- 
ing out  a  number  of  studies  that  deal  with  the  absorption,  metabolism, 
excretion,  actions,  and  potential  toxicity  of  various  drugs  that  act  in, 
or  affect,  the  gastrointestinal  tract.    Several  studies  are  specifically 
targeted  toward  determining  the  hepatotoxicity  of  various  therapeutic 
drugs. 

As  subprojects  under  an  NIG  MS  burn  and  trauma  center  grant,  Dr.  F.  G. 
Moody  and  his  associates  at  the  University  of  Utah  are  studying  stress 
ulcers  and  other  gastrointestinal  disturbances  that  result  from  trauma 
or  burns. 

At  Northwestern  University,  Dr.  Max  Epstein  and  his  colleagues,  with 
support  from  the  NIG  MS  Physiology  and  Biomedical  Engineering  Program,  are 
developing  materials  and  components  for  new  fiberoptic  endoscopes,  some  of 
which  may  find  application  in  the  diagnosis  and  treatment  of  digestive 
diseases.    As  a  subproject  of  an  NIG  MS  biomedical  engineering  center 
grant,  Dr.  D.  Albo  and  his  associates  are  working  on  development  of  a 
polymer  implant  that  can  replace  diseased  common  bile  ducts. 
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NATIONAL  INSTITUTE  OF  CHILD  HEALTH  AND  HUMAN  DEVELOPMENT 

The  National  Institute  of  Child  Health  and  Human  Development  (NICHD) 
is  committed  to  the  principle  that  the  early  phases  of  life 
offer  exceptional  opportunities  for  disease  prevention  and  improvement  of 
the  quality  of  life.    Studies  on  the  gastrointestinal  tract  that  focus  on 
the  early  stages  of  life  (infancy,  childhood  and  adolescence),  and 
particularly  on  the  prevention  of  disease,  are  quite  likely  to  have 
significant  pay-off  in  adult  life.    Because  the  immature  gastrointestinal 
tract  is  so  greatly  different  from  that  of  the  adult,  the  research  effort 
of  the  NICHD  is  directed  toward  increasing  our  understanding  of  events  that 
occur  during  development  and  may  adversely  influence  normal  development. 

Research  currently  supported  by  the  NICHD  includes:  (1)  studies  on 
genetic,  nutritional  and  other  environmental  agents  such  as  drugs  or 
toxins  that  interfere  with  normal  development  and  produce  anatomic, 
metabolic  and  functional  abnormalities;  (2)  studies  designed  to  elucidate 
the  factors  that  control  enzyme  maturation  in  the  liver  and  in  the 
gastrointestinal  tract;  (3)  evaluation  of  the  use  of  parenteral  feeding  of 
the  low-birthweight  infant  who  cannot  be  fed  orally;  and  (4)  studies  on 
prevention  and  treatment  of  jaundice  and/or  hyperbilirubinemia  in  the 
newborn. 

Two  conferences  recently  held  by  the  NICHD  have  had  an  important  impact 
on  research  on  digestive  diseases.    The  first  was  entitled  Gastrointestinal 
Development:    Current  Status  and  Future  Prospects  of  Research."  This 
conference  focused  on  the  mechanisms  of  development  of  the  gastrointestinal 
tract.    Particular  emphasis  was -given  to  factors  that  influence  (1)  the 
development  of  cellular  membranes  and  transport  processes  and  (2)  the 
processes  of  cellular  differentiation  and  maturation  of  the  lining  of  the 
gut.    It  is  the  first  in  a  planned  series  of  conferences  and  workshops 
designed  to  explore  the  state  of  the  art,  to  identify  research  needs 
in  gastrointestinal  development,  and  to  stimulate  a  cross- fertilization  of 
research  disciplines. 

The  second  conference  was  entitled  "Immunology  of  Breast  Milk."  An 
important  aspect  of  this  meeting  was  to  explore  the  influence  of  maternal 
immunologic  factors  on  prevention  of  digestive  diseases  in  the  newborn. 

Several  important  questions  will  be  addressed  in  fiscal  years  1981  and 
later: 

0    What  are  the  absorptive  capabilities  of  the  newborn?    How  are 
the  metabolic  demands  of  normal  development  best  met  by  the 
immature  gastrointestinal  tract? 

0  What  is  the  effect  of  nutritional  status  on  gastrointestinal 
development  and  function?  Conversely,  what  is  the  effect  of 
insufficient  absorption  on  nutritional  status? 
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0     What  influences  do  specific  nutrients  have  on  development  of  the 
gut? 

°     What  are  the  best  ways  of  preserving  normal  function  of  the 

gastrointestinal  tract  during  periods  of  parenteral  alimentation? 

0     What  are  the  mechanisms  by  which  the  gastrointestinal  tract  is 
protected  from  bacterial  invasion? 

0     What  are  the  mechanisms  that  underlie  the  development  of  food 

allergies,  and  how  can  food  allergies  be  prevented  or  ameliorated? 

°     What  are  the  factors  that  cause  food  intolerance  to  develop? 

0     What  are  the  mechanisms  that  regulate  the  physical  and  functional 
development  of  the  gastrointestinal  tract,  and  what  measures  can 
be  taken  to  minimize  abnormal  development? 

Answers  to  these  questions  are  fundamental  to  the  treatment  of  disease 
such  as  necrotizing  enterocolitis,  disaccharidase  deficiencies  (principally 
lactose  intolerance),  food  idiosyncracies ,  celiac  disease,  and  congenital 
malformations  such  as  biliary  atresia,  tracheosophageal  fistula  and  other 
developmental  defects. 

In  the  context  of  these  important  problems  of  gastrointestinal 
development,  the  NICHD  plans  to  expand  research  in  four  basic  areas: 
embryogenesis;  development  of  the  enzyme  systems;  cellular  membrane 
organization  and  transport  function;  and  cellular  differentiation.  A 
new  NICHD  program  in  clinical  nutrition  and  early  development  is 
augmenting  these  studies  by  focusing  on  the  interplay  of  genetics, 
environment,  evolution,  anthropology,  behavior,  and  nutrition.    A  major 
portion  of  the  studies  supported  in  this  program  focuses  on  problems  of 
digestion  and  absorption  such  as  food  sensitivity  and  idiosyncratic  food 
metabolism. 
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DRUG  ABUSE 


1978 
Actual 


1979 


Qbligations 


1980 
Actual 


1981 
Estimate 


1982 
Estimate 


Actual 


Public  Health  Service: 

Alcohol,  Drug  Abuse, 
and  Mental  Health 
Administration : 

National  Institute  on 

Drug  Abuse   $261,994,000    $272,108,000    $272,822,000  $239,682,000  $243,176,000 


TOTAL. 


$261,994,000    $272,108,000    $272,822,000  $239,682,000  $243,176,000 
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ALCOHOL,  DRUG  ABUSE,  AND  MENTAL  HEALTH  ADMINISTRATION 
NATIONAL  INSTITUTE  ON  DRUG  ABUSE 
OVERVIEW 


Drug  abase  is  defined  as  the  non  therapeutic  use  of  any 
psychoactive  substance,  including  alcohol,  whicn  adversely 
affects  some  aspect  of  the  user's  life.  It  includes  excessive 
use,  inappropriate  self -prescr ibed  use,  over-the-counter  drug 
misuse,  and  habitual  use  of  a  wide  variety  of  psychoactive  sub- 
stances. The  rates  of  psychoactive  drug  consumption  continue  to 
be  high,  crossing  racial,  cultural,  social,  and  economic  lines 
involving  millions  of  men  and  women  using  hundreds  of  different 
substances . 

The  National  Institute  on  Drug  Abuse  (NIDA)  is  the  Nation's 
lead  agency  for  the  prevention  of  drug  abuse.  The  Institute's 
charge  is  to  carry  out  a  full  range  of  drug  abuse  prevention 
functions  with  the  objective  of  significantly  reducing  the  inci- 
dence and  prevalence,  as  well  as  the  social  costs,  of  drug 
abuse.  NIDA's  activities  in  support  of  these  objectives  are  in 
four  functional  areas:  research,  training,  community  programs, 
and  program  support. 

RESEARCH 

NIDA's  research  goal  is  to  increase  our  understanding  of  the 
total  range  of  biological,  psychological,  and  social  factors 
involved  in  drug  abuse  to  develop  more  effective  prevention  and 
treatment  programs.  To  accomplish  this  goal,  NIDA^s  research 
programs  maintain  support  for  a  wide  range  of  biomedical,  psy- 
chosocial, clinical  behavioral,  and  service-related  research. 
Research  resources  are  concentrated  in  priority  areas  which 
offer  the  promise  of  significant  breakthroughs  in  our  under- 
standing of:  the  mechanisms  underlying  drug  abuse,  the 
behavioral  symptoms  which  occur  as  a  consequence  of  drug  use, 
and  the  techniques  and  therapeutic  agents  tnat  are  most  effec- 
tive in  the  treatment  of  drug  abuse.  The  major  program  areas  of 
NIDA's  research  are:  epidemiology,  etiology,  hazards,  preven- 
tion, treatment  research,  treatment  assessment,  basic  research, 
general  research  support,  and  intramural  research. 

There  is  continuing  and  special  concern  at  NIDA  in  the  area 
of  youth  and  drugs.  Of  particular  concern  are  the  harmful 
effects  of  marijuana  when  used  by  12  to  17  year  olds.  NIDA's 
most  recent  National  Survey  on  Drug  Abuse  has  .^hown  that  the 
frequency  of  marijuana  use  by  people  in  this  age  range  remains 
at  high  levels.  The  number  of  youth  reporting  current  use  of 
marijuana  (use  in  the  past  month)  has  increased  almost  three- 
fold? from  6  percent  to  16.7  percent,  since  1971.  During  this 
same  period,  the  average  age  for  initiation  into  marijuana  use 
has  been  declining. 
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In  FY  1982  NIDA  will  greatly  expand  its  research  efforts  on 
marijuana.  Special  emphasis  will  be  given  to  both  the  short- 
and  long-term  effects  of  marijuana  on  adolescents.  Studies  will 
focus  on  such  issues  as  the  psychological  and  social  developmen- 
tal problems  related  to  heavy  marijuana  use,  its  effect  on 
school  performance,  and  the  long-term  health  effects  resulting 
from  frequent  use  of  marijuana  during  adolescence.  Special 
emphasis  will  also  be  placed  on  the  role  of  the  family  in  drug 
abuse  with  investigations  into  such  issues  as  the  role  of  the 
family  in  the  initiation,  maintenance,  cessation,  and  prevention 
of  drug  abuse. 

Additional  -  research  efforts  in  FY  1982  will  focus  on  the 
continued  development  of  pharmacologic  agents  for  use  in  the 
treatment  of  drug  abuse.  Of  particular  interest  is  the  develop- 
ment of  buprenorphine,  an  especially  promising  new  drug.  NIDA 
will  also  continue  its  vigorous  pursuit  of  basic  research  in  the 
area  of  endogenous  substances  and  receptor  neurobiology  in  the 
firm  belief  that  such  studies  will  provide  important  keys  to 
understanding  the  biological  mechanisms  of  mood  and  affect  and 
how  these  relate  to  drug  abuse.  NIDA  will  also  continue  its 
prospective  study  of  modes  of  treatment  and  treatment  outcome. 

TRAINING 

NIDA's  training  programs  assist  in  the  maintenance  of  an 
adequate  supply  of  skilled  personnel  to  meet  the  needs  of  the 
Nation's  drug  abuse  service  system  and  .  the  development  of 
skilled  researchers  in  priority  research  areas. 

NIDA's  long-term  clinical  training  goal  is  to  meet  the 
Nation's  drug  abuse  treatment  training  needs  by  encouraging  the 
States  to  define  and  meet  their  drug  abuse  training  needs 
through  a  coordinated  State  training  program;  restricting  the 
Federal  role  largely  to  the  provision  of  technical  and  financial 
support  to  the  States'  efforts  through  the  National  Training 
System  (NTS) .  NIDA  believes  this  strategy  is  both  programmat- 
ically  and  financially  effective.  Progr ammat ically ,  because  it 
allows  State  officials,  who  are  more  intimately  aware  of  their 
State's  training  needs,  to  play  a  major  role  in  determining  the 
development  of  their  training  programs.  Financially,  because  it 
restricts  the  Federal  investment  in  training  to  the  provision  of 
support  services,  allowing  the  States  themselves  to  determine 
the  financial  resources  they  wish  to  allocate  to  training 
programs.  This  strategy  has  resulted  in  increased  State  respon- 
sibility. In  1971  when  there  was  an  acute  shortage  of  drug 
aouse  treatment  workers  and  NIDA  was  actively  engaged  in  direct 
funding  of  training  programs,  NIDA  bore  approximately  90  percent 
of  the  costs  of  all  drug  abuse  treatment  training.  By  1979,  the 
States'  share  of  all  training-related  costs  had  risen  to  approx- 
imately 50  percent. 
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In  FY  1982  NIDA's  clinical  training  program  will  place 
increased  emphasis  on  improving  the  skills  of  workers  already  in 
the  drug  abuse  treatment  field.  The  drug  abuse  treatment  field 
is  a  relatively  new  workplace  and  is  at  present  staffed  by  a 
dispropor tionally  large  number  of  non-degreed  and 
non-credentialed  personnel  in  comparison  with  other  health 
fields.  NIDA  and  drug  treatment  officials  are  concerned  about 
this  problem  as  it  effects  both  the  quality  of  care  provided  in 
treatment  programs  and  the  stability  of  the  treatment  work  force 
which  suffers  from  an  abnormally  high  turnover  rate  because  of 
the  lack  of  career  mobility. 

The  goal  of  NIDA's  research  training  program  is  to  assure 
the  production  of  skilled  researchers  for  biomedical, 
behavioral,  and  psychosocial  drug  abuse  related  research. 
Because  drug  abuse  research  is  a  relatively  new  field  with  a 
relatively  small  existing  pool  of  skilled  researchers,  NIDA 
views  the  development  of  skilled  researchers  as  a  critical, 
ongoing  requirement  of  the  Nation's  drug  abuse  prevention 
efforts.  It  has  adopted  a  policy  of  supporting  the  training  of 
pre-  and  postdoctoral  fellows  engaged  in  a  variety  of  fields 
related  to  drug  abuse.  The  research  training  program  makes 
these  fellowships  and  institutional  grants  available  to 
promising  candidates  who  indicate  an  interest  in  drug  abuse 
researcn.  In  FY  1982,  NIDA  will  continue  to  expand  it  research 
training  efforts. 

COMMUNITY  PROGRAMS 

NIDA's  community  programs  activities  encompass  two  related 
efforts:  (1)  the  maintenance  of  a  natiowide  drag  abuse  treat- 
ment network  responsive  to  the  treatment  needs  of  persons 
abusing,  a  wide  variety  of  licit  and  illicit  drugs,  and 
(2)  continued  development  of  drug  abuse  prevention  programs 
designed  to  reduce  the  incidence  and  prevalence  of  drug  abuse. 

In  FY  1982,  the  primary  goal  of  NIDA's  treatment  program 
will  be  to  maintain  the  stability  of  the  national  drug  abuse 
treatment  network  in  a  time  of  mounting  inflation.  NIDA 
continues  to  believe  that  first-line  supervision  and  management 
of  drug  treatment  activities  should  be  the  responsibility  of 
those  officials  most  intimately  involved  with  actual  service 
delivery.  For  this  reason,  NIDA  has  made  the  State  Drug  Abuse 
Agencies  the  primary  conduit  for  service  funds.  NIDA  focuses 
intensive  efforts  on  improving  the  management  capabilities  of 
the  States  so  that  they  will  be  better  equipped  to  administer 
federally  supported  service  delivery  activities.  The  long-term 
goal  of  the  Institute's  treatment  services  program  is  to  trans- 
fer direct  management  responsibility  for  federally  supported 
drug  treatment  activities  to  the  States,  with  NIDA  retaining 
responsibility  for  overall  policy  direction,  matching  financial 
support,  program  monitoring,  and  technical  assistance. 
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The  goal  of  NIDA's  prevention  program  is  to  assist  with  the 
development  and  support  of  a  coordinated  drug  abuse  prevention 
effort  which  will  reduce  the  incidence  and  prevalence  of  drug 
abuse  and  the  resultant  harmful  consequences  both  to  individuals 
and  society.  The  Surgeon  General  has  identified  the  reduction 
of  drug  aouse  as  one  of  the  priority  areas  in  improving  the 
healtn  of  Americans.  Youth  and  their  families  are  the  primary 
targets  of  this  effort,  with  significant  activities  directed  at 
other  segments  of  the  drug  using  population.  To  accomplish 
these  goals,  NIDA's  prevention  program  is  involved  in  a  wide 
range  of  activities  designed  to:  (1)  increase  the  national 
awareness  of  the  extent  and  harmful  consequences  of  drug  abuse; 
(2)  disseminate  information  on  effective  drug  abuse  prevention 
techniques;  (3)  evaluate  the  efficacy  of  various  prevention 
approaches  and  particularly  to  determine  which  approaches  are 
most  effective  for  particular  target  groups;  (4)  develop  more 
effective  new  prevention  techniques;  (5)  more  fully  define  those 
causative  factors  that  would  be  most  susceptible  to  effective 
prevention  programming;  and  (6)  expand  efforts  in  technical 
assistance,  information  dissemination,  and  program  coordination 
in  order  to  assist  those  individuals  and  organizations  at  the 
local  and  State  level  who  are  developing  and  implementing  drug 
abuse  prevention  programs  to  function  in  a  cost-effective  manner. 

In  FY  1982,  the  prevention  program  will  seek  to  consolidate, 
assimilate,  and  tnen  disseminate  the  results  of  projects  begun 
or  expanded  during  the  last  two  years. 

PROGRAM  SUPPORT 

In  addition  to  providing  support  for  planning,  coordination, 
analysis,  evaluation,  and  general  administrative  management 
services  for  NIDA's  research,  training,  and  community  programs 
activities,  the  program  support  activity  supports  the  design, 
development,  and  implementation  of  management  reports  and 
systems  for  the  Institute.  NIDA  collects,  produces,  and  dissem- 
inates reports  containing  drug  abuse  information  of  a  technical 
and  scientific  nature  to  governmental  agencies  and  the  general 
public.  Information  is  disseminated  to  the  Congress,  the  Office 
of  Management  and  Budget,  Federal  agencies,  State  and  local 
governments,  the  public,  and  special  interest  groups  in  the  form 
of  published  reports,  fact  sheets,  special  analyses,  and  other 
publications.  NIDA's  management  information  systems  serve  the 
needs  of  both  Federal  and  State  drug  abuse  programs.  The 
Intitute's  major  data  collection  systems  are:  the  Client- 
Oriented  Data  Acquisition  Process  (CODAP)  and  the  National  Drug 
and  Alcoholism  Treatment  Utilization  Survey  (NDATUS) . 

CODAP  is  a  national  client-data  system  collecting  informa- 
tion from  all  drug  abuse  treatment  clinics  that  receive  Federal 
funds.  In  an  average  quarterly  period,  the  system  reports  on 
approximately  60,000  clients. 
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NDATUS  is  a  survey  of  the  drug  abuse  and  alcoholism  treat- 
ment resources  throughout  the  United  States  and  territories.  It 
provides  information  about  the  drug  and  alcohol  abuse  treatment 
populations,  funding  information,  and  treatment  unit  staffing. 
NDATUS  is  operated  as  a  joint  effort  of  the  National  Institute 
on  Alcohol  ADuse  and  Alcoholism  (NIAAA)   and  NIDA. 

In  FY  1982,  NIDA  will  assume  full  responsibility  for  the 
Drug  Abuse  Warning  Network  (DAWN) .  DAWN  is  a  large  scale  drug 
abuse  data  collection  system  sponsored  jointly  by  the  Drug 
Enforcement  Administration  (DEA)  and  NIDA.  It  collects  data  on 
drug-related  emergency  room  episodes  and  deaths  from  more  than 
800  emergency  rooms  and  approximately  80  -medical  examiners.  The 
objectives  of  the  DAWN  systems  are:  to  identify  substances 
associated  with  drug  abuse  episodes,  monitor  drug  abuse  patterns 
and  trends,  and  to  provide  information  for  drug  abuse  program 
planning.  In  FY  1982  NIDA  will  initiate  several  activities  to 
improve  the  reliability  and  validity  of  DAWN  data. 


RESEARCH 


Research  programs  of  the  National  Institute  on  Drug  Abuse 
are  authorized  by  Section  301  of  the  Public  Health  Service  Act 
to  maintain  support  for  a  wide  range  of  biomedical,  psycho- 
social, clinical  behavioral,  and  service-related  research. 
Research  resources  are  concentrated  in  priority  areas  which 
offer  the  promise  of  significant  breakthroughs  in  our  under- 
standing of:  the  mechanisms  underlying  drug  abuse,  the 
behavioral  symptoms  which  occur  as  a  consequence  of  drug  use, 
and  the  techniques  and  therapeutic  agents  that  are  most  effec- 
tive in  the  treatment  of  drug  abuse.  Major  program  objectives 
are: 

(1)  To  build  upon  previous  accomplishments  and  improve  tne  drug 
abuse  treatment  system  through  (a)  the  continued  develop- 
ment of  pharmacologic  agents  for  use  in  replacement  therapy 
and/or  as  narcotic  antagonists;  e.g.,  naltrexone  and 
buprenorphine ;  and  (b)  studies  of  the  techniques  and 
efficacy  of  new  treatment  modalities,  including  behavioral 
therapy,  psychotherapy,  and  innovative  non-pharmacolog ic 
treatment  regimens. 

(2)  To  continue  to  support  basic  research  in  areas  with  a  high 
likelihood  of  clinical  application  such  as  the  relationship 
between  levels  of  brain  chemicals  and  drug  abuse  or  the  role 
of  naturally  occurring  opiate-like  drugs  in  the  brain 
(endorphins)  in  the  development  of  drug  tolerance  and 
dependence.  The  function  and  effect  of  these  endogenous 
opioids  will  be  further  developed. 
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(3)  To  initiate  multidisciplinary  studies  which  seek  to  probe 
the  biological  and  behavioral  factors  which  predispose  some 
individuals  to  substance  abuse.  Such  research  might  include 
investigation  of  number,  type,  and  distribution  of  brain 
chemicals,  genetic  predisposition,  personality  factors,  and 
the  role  of  the  family.  To  formulate  prevention  strategies 
based  on  sound  theoretical  data. 

(4)  To  encourage  increased  emphasis  on  inquiries  which  would 
provide  definitive  answers  to  the  many  questions  pertaining 
to  the  long-term  health  hazards  of  marijuana,  especially 
when  use  begins  in  late  childhood  and  early  adolescence. 
Further  information  is  needed  in  the  areas  of  genetic, 
endocrinological,  immunological,  and  developmental  effects, 
and  on  a  social  level,  in  the  area  of  interpersonal  rela- 
tions, school  performance,  and  psychodynamics . 

Significant  recent  programmatic  achievements  include: 

•  The  discovery  of  a  new,  endogenous  opiate-like  peptide 
called  dynorphin.  Dynorphin,  which  is  found  in  the 
pituitary  gland,  is  of  special  importance  because  it  is 
extremely  potent  -  approximately  700  times  more  potent  as 
an  analgesic  than  morphine  -  and  because  it  has  a 
chemical  structure  unlike  that  of  previously  studied 
endogenous  opiate-like  substances. 

•  Continued  development  of  a  new  drug,  buprenor phine ,  which 
promises  to  have  significant  potential  for  the  treatment 
of  narcotic  addiction  in  that:  (a)  it  is  as  potent  as 
other  narcotic  antagonists,  has  a  duration  of  action 
between  24  and  36  hours,  (b)  detoxified  addicts  main- 
tained on  buprenorphine  can  decrease  their  use  of  the 
drug  over  a  ten-day  period,  (c)  it  has  few  withdrawal 
effects,  (d)  it  appears  to  have  few  harmful  side  effects, 
and  (e)   it  is  well  tolerated  by  patients. 

•  Supported  the  development  and  field  testing  of  kits 
designed  to  rapidly  test  the  level  of  THC,  the  major 
active  ingredient  in  marijuana,   in  either  blood  or  urine. 

•  Sponsored  long-term  studies  of  the  health,  effects  of 
marijuana  which  have  shown  that  different  cannabinoids 
are  embryotoxic  and  produce  fetal  resorption  in  rats, 
mice,  and  rabbits,  although  they  do  not  produce  gross 
fetal  deformities.  These  studies  also  show  that  heavy 
marijuana  use  will  produce  pathological  changes  in  the 
lungs  similar  to  those  produced  by  tobacco  smoke  and  that 
long-term  inhalation  of  marijuana  smoke  may  have 
carcinogenic  effects. 

•  Discovered  the  existence  of  a  PCP  receptor,  a  specific 
biochemical  receptor  in  the  brain  which  reacts  to  PCP. 
Further  investigation  of  this  receptor  may  lead  to  the 
development  of  new  PCP  blocking  and  therapeutic  agents. 
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The  funding  mechanisms  of  the  Research  Program  are: 

•  Regular  Research  Grants  -  Awarded  to  public  or  non-profit 
institutions  or  to  individuals.  Most  grants  are  approved 
for  three  years  of  funding  at  an  average  cost  of  approxi- 
mately $89,000. 

•  Research  Center  Grants  -  Awarded  to  public  or  non-profit 
institutions  to  consolidate  human  and  technical  resources 
within  collaborative  organizational  settings  to  maximize 
the  development  and  outcome  of  drug  abuse  research.  Most 
research  center  grants  are  approved  for  three  years  of 
funding.  Costs  vary  depending  on  the  number  of  individ- 
ual research  projects  supported  by  the  grant. 

•  Research  Scientist  Development  Awards  -  Are  designed  to 
increase  the  number  and  sophistication  of  clinical  and 
basic  researchers  in  the  drug  abuse  field  by  enabling  the 
recipients  to  prepare  for  independent  drug  abuse  research 
in  a  productive  scientific  environment.  Most  awards  are 
approved  for  three  years  of  funding  at  an  average  cost  of 
approximately  $40,000. 

•  Contracts  -  Are  used  to  target  research  efforts  in  areas 
which  are  not  being  adequately  addressed  through  the 
grant  mechanisms  or  where  specific  tasks  are  to  be 
accomplished  and  to  provide  research  support.  The 
duration  and  costs  of  contracts  vary*  depending  on  the 
nature  of  the  project. 

•  Intramural  -  Intramural  research  is  performed  at  the 
Addiction  Research  Center  and  is  supported  through  direct 
operating  funds.  Both  basic  and  applied  research  are 
conducted  with  emphasis  placed  primarily  on  long-term 
projects  which  are  not  suitable  for  support  through  grant 
or  contract  mechanisms. 

The  research  effort  can  be  divided  into  eleven  major  program 
areas  which  encompass  different  facets  of  the  overall  goal. 

a.  Epidemiology  is  the  estimation  of  the  nature  and  extent 
of  the  drug  abuse  problem  by  providing  continuously  updated  data 
on  the  prevalence,  incidence,  and  trends  of  drug  abuse.  Major 
efforts  in  this  area  include  studies  of  drug  use  and  addiction 
among  youth  and  in  certain  ethnic  groups,  a  nationwide  followup 
of  addicted  mothers  and  their  children,  and  additional  informa- 
tion concerned  with  the  variables  common  to  individuals  who  use 
drugs  and  who  successfully  stop  their  drug  aouse.  In  FY  1982, 
there  will  be  special  emphasis  of  adolescent  use  of  tne 
"gateway"  drugs,  cigarettes,  alcohol,  and  marijuana.  Incidence 
and  prevalence  surveys  will  highlight  drug  proolems  among 
special  groups  such  as  the  elderly,  women,  and  native  Americans. 
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b.  Etiology  is  the  determination  of  the  biological, 
behavioral,  psychological,  and  societal  factors  wnich  cause 
increased  risk  of  drug  abuse.  In  the  past  few  years,  research 
in  the  area  of  endorphins  and  other  endogenous  brain  chemicals 
has  given  promise  of  significant  breakthroughs  in  the  search  for 
biomedical  factors  predisposing  to  drug  abuse.  NIDA  will  con- 
tinue research  on  endogenous  opiate-like  substances  and  opiate 
receptors  to  further  develop  the  findings.  Another  relatea 
FY  1982  initiative  in  the  area  of  etiology  will  be  research  on 
the  commonalities  underlying  compulsive  behaviors  of  all  kinds. 
Studies  will  also  be  initiated  into  tne  role  of  the  family 
and/or  peers  in  the  initiation,  treatment,  and  prevention,  of 
drug  abuse.  NIDA  will  also  continue  etiological  studies  of  tne 
basic  mechanisms  of  nicotine  addiction  and  withdrawal. 

c.  Hazards  is  the  research  component  which  represents 
investigations  into  the  adverse  effects  of  abused  drugs  on  tne 
physical  and  mental  health  of  the  individual  and  the  conse- 
quences of  drug  abuse  on  society.  High  priorities  in  FY  1982 
will  be  on  the  long-  and  short-term  health  effects  of  marijuana 
use  by  adolescents.  As  part  of  this  effort  NIDA  will  initiate  a 
major  chronic  marijuana  inhalation  study.  Other  areas  of 
interest  are  the  effects  of  heavy  marijuana  use  on  school 
performance  and  on  the  psychological  and  sociological  develop- 
ment of  adolescents. 

d.  Prevention  research  attempts  to  develop  .  metnoas  of 
interfering  with  and  controlling  the  variables  which  lead  to 
drug  abuse.  In  FY  1982,  NIDA  will  continue  to  •  support  its 
ongoing  prevention  research  program.  The  focus  of  this  program 
is  on  the  development  of  effective  prevention  strategies  based 
on  fundamental  knowledge  in  the  behavioral  and  biological 
sciences.  NIDA  will  also  support  studies  seeking  to  assess  how 
media  campaigns  can  positively  impact  drug  seeking  behavior  and 
studies  to  understand  the  dynamics  and  power  of  peer  pressure  as 
well  as  investigation  of  ways  to  interrupt  drug  use  patterns  and 
progressions  as  set  out  in  the  "gateway"  theory  of  drug  abuse. 

e.  Treatment  research  seeks  to  determine  the  most  effective 
therapeutic  procedures  for  reducing  drug  abuse.  In  FY  1982, 
NIDA  will  focus  its  treatment  research  on  development  of  a  new 
drug,  buprenorphine ,  which  may  have  significant  potential  as  a 
treatment  agent.  Buprenorphine  seems  to  be  capable  of  blocking 
the  effects  of  narcotics,  to  be  significantly  less  toxic  than 
other  treatment  drugs,  and  to  produce  little  physical 
dependence.  Other  treatment  projects  will  include  investiga- 
tions based  on  the  psychodynamics  of  drug  abuse,  the  role  of 
psychotherapy  as  a  treatment  for  addiction,  and  an  indepth 
evaluation  of  federally  supported  drug  abuse  treatment  (the  TOPS 
project) . 
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j.  Research  Scientist  Development  Awards  (RSDAs)  enable 
the  recipients  to  prepare  for  independent  drug  abuse  research  in 
a  productive  scientific  environment.  There  is  currently  a 
consensus  that  a  deficiency  exists  in  the  numbers  and  sophisti- 
cation of  clinical  researchers  in  the  field  of  drug  abuse 
treatment.  In  FY  1982,  the  program  will  continue  to  develop  a 
cadre  of  clinical  researchers  with  knowledge  of  the  basic  skills 
required  for  the  design  of  studies,  the  administration  of 
research  clinics,  and  the  collection  and  processing  of  data. 
The  RSDA  program  will  also  emphasize  interdisciplinary  training 
for  basic  research  scientists. 

k.  Intramural  Research  -  The  Addiction  Research  Center 
(ARC)  is  the  intramural  Tesearch  laboratory  of  the  National 
Institute  on  Drug  Abuse.  The  mission  of  the  ARC  is  to  conduct  a 
systematic  intramural  program  of  basic  and  applied  research  in 
the  area  of  drug  abuse  and  dependency.  The  intramural  program 
is  multidisciplinary  and  involves  chemical,  animal,  and  human 
pharmacological  studies.  An  important  aspect  of  the  ARC 
research  mission  relates  to  the  responsibilities  of  the 
Secretary,  DKHS,  under  the  comprehensive  Drug  Abuse  Prevention 
and  Control  Act  of  1970.  This  act  obligates  the  Secretary  for 
the  medical  and  scientific  evaluation  of  substances  proposed  for 
scheduling.  Under  this  obligation,  the  ARC  has  been  delegated 
the  responsibility  to  conduct  intramural,  clinical,  animal,  and 
pharmacological  research  on  drugs  considered  to  have  abuse 
potential.  The  ARC  also  serves  as  a  drug  abuse  research  educa- 
tional institution,  providing  training  to  pre-  and  postdoctoral 
candidates  in  pharmacology,  biochemistry,  and  medicine.  The 
unique  drug  abuse  research  activities  and  facilities  of  the  ARC 
attract  visiting  national  and  foreign  scientists  who  seek  first- 
hand experiences  in  mastering  research  techniques  developed  at 
tne  facility.  The  ARC  scientific  community  on  the  design  of 
drug  abuse  studies,  equipment,  review  of  scientific  publica- 
tions, and  also  provide  expert  testimony  on  drug  abuse  research 
activities  to  Congress  and  Federal  agencies. 

■ 

The  Addiction  Research  Center  (ARC)  is  in  the  process  of 
being  moved  from  Lexington,  Kentucky,  to  new  facilities  on  the 
campus  of  the  Baltimore  City  Hospital,  Baltimore,  Maryland.  The 
need  for  this  relocation  came  about  because  of  a  decision  by  the 
U.  S.  Bureau  of  Prisons  to  withdraw  its  permission  allowing 
Federal  prisoners  with  histories  of  drug  abuse  to  volunteer  for 
clinical  drug  abuse  research  studies  at  the  ARC  in  Lexington. 

During  FY  1980,  the  Office  of  the  Director  and  the  clinical 
research  (human  trials)  components  of  the  ARC  were  relocated  to 
a  temporary  facility  in  Baltimore.  Studies  performed  during 
FY  19bQ  included  a  Pnase  I  clinical  study  of  a  new  treatment 
drug,  buprenorphine. 
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f.  Basic  Research  advances  knowledge  of  the  biomedical  and 
behavioral  characteristics  of  abused  drugs,  especially  in  regard 
to  sites  and  mechanisms  of  action  in  man,  and  the  physical  and 
psychological  processes  of  drug  dependence,  tolerance,  and 
addiction.  As  an  example  of  this  activity,  intense  work  is 
under  way  in  several  laboratories  to  clarify  the  properties  of 
naturally  occurring  morphine-like  substances  in  the  brain, 
called  endorphins,  and  to  explore  their  role  in  the  various 
aspects  of  opiate  addiction.  In  FY  1982,  basic  studies  will  be 
pursued  on  endorphins,  in  the  area  of  the  neurobiology  of 
euphoria  and  dysphoria,  in  the  area  of  the  reinforcing 
properties  of  drugs,  and  in  research  concerned  with  neuro- 
endocrine function  and  drug  abuse.  The  biological  factors 
predisposing  to  drug  abuse  will  also  be  investigated. 

g.  Treatment  Assessment  projects  are  funded  to  develop  and 
evaluate  promising  new  theor  ies  of,  or  approaches  to,  substance 
aijuse  treatment  and  rehabilitation  services.  The  following  are 
several  aspects  to  this  activity:  the  construction  of  innova- 
tive models  to  improve  the  quality  of  services  for  all  drug 
abuse  clients;  the  development  of  evaluation  methodologies 
designed  to  determine  program  effectiveness  and  to  make  possible 
the  integration  of  new  methods  into  treatment  programs;  the 
gathering  of  data  to  define  appropriate  treatment  and  rehabili- 
tation approaches  for  client  groups  with  unique  cultural,  geo- 
graphic, and/or  psychological  characteristics;  and  studies  of 
the  utilization  of  research/demonstration  findings  for  purposes 
of  service  delivery.  Reports  on  these  studies  are  disseminated 
to  all  NIDA-funded  drug  abuse  treatment  programs,  to  Federal  and 
State  agencies  working  in  the  drug  abuse  treatment  field,  and  to 
private  and  professional  organizations  in  the  field. 

h.  General  Research  Support  grants  and  contracts  provide 
for  the  development  of  methods  and  other  resources  required  to 
further  drug  abuse  research.  Activities  in  FY  1982  will  include 
continued  development  of  new  testing  assays  for  marijuana  and 
PCP  which  may  be  useful  for  roadside  evaluations,  and  the 
development  of  new  methodology  for  testing  and  synthesizing 
endorphins  for  scientific  research.  Much  of  the  research  in  the 
area  of  endogenous  opiates  is  dependent  on  development  of  this 
new  technology.  Other  efforts  incluaed  in  this  program  goal  are 
refinement  of  current  assays  methods,  quality  control 
techniques,  supply  of  controlled  substances  to  researchers, 
collection  and  dissemination  of  research  results,  and  prepara- 
tion of  monographs  and  reports. 

i.  Research  Centers  consolidate  human  and  technical 
resources  within  collaborative  organizational  settings  to  maxi- 
mize the  development  and  the  outcome  of  drug  abuse  researcn. 
Efforts  of  these  programs  focus  on  clinical  and  behavioral 
studies  of  the  addiction  process,  Dasic  central  nervous  system 
mechanisms,  social,  psychological,  and  etiological  factors 
involved  in  drug  abuse,  and  the  ability  of  various  theories  to 
predict  or  explain  drug  use  behavior. 
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FY  1982  Initiatives 

NIDA  will  expand  its  research  into  marijuana  in  an  effort 
to  further  the  systematic,  scientific  development  of  knowledge 
regarding  the  long-  and  short-term  health  effects  of  marijuana 
use,  particularly  when  it  is  used  by  young  individuals  who  are 
neither  psychologically,  socially,  nor  physically  fully 
developed.  Particular  interest  will  be  placed  on  marijuana  use 
and  the  family.  Although  studies  have  investigated  such  issues 
as  the  characteristics  of  the  families  of  substance  abusers  and 
the  use  of  family  therapy  in  the  reduction  of  drug  abuse,  few 
studies  have  systematically  focused  on  the  role  the  family  may 
play  in  the  broader  dynamics  of  initiation,  maintenance,  cessa- 
tion, and  prevention  of  substance  abuse  by  its  members. 
Findings  from  such  studies  are  needed  in  order  that  this 
important  research  and  policy  issue  be  dealt  with  more 
effectively. 

Clinical  testing  of  buprenorphine ,  a  narcotic  agonist, 
which  holds  great  promise  as  a  less  toxic,  longer  acting,  and 
more  acceptable  treatment  agent  for  narcotic  addiction  will  be 
expanded . 

Drug  abuse  patterns  are  rapidly  changing  and  new 
epidemiological  methods  are  needed  to  quickly  assess  recently 
emerging  drug  patterns.  Special  attention  will  be  paid  to  the 
requirements  of  research  on  special  groups  such  as  ethnic 
minorities,  women,  adolescents,  and  the  elderly. 

In  order  to  make  the  most  intelligent  use  of  resources 
available  to  State  and  local  treatment  programs,  tnere  is  a  need 
to  develop  and  test  a  variety  of  both  management  and  funding 
strategies  to  be  used  on  the  State  or  local  level.  Examination 
will  be  made  of  the  use  and  impact  on  programming  of  different 
management  information  systems  and  of  different 
administrative/organization  strategies.  ■  Assessment  will  be  made 
of  the  impact  of  programming  differing  funding  strategies  such 
as  fee  for  service  and  unit  cost  payment. 

There  is  growing  concern  about  both  the  extent  and  nature 
of  drug  abuse  in  industrial  settings.  In  part,  as  a  consequence 
of  NIDA  encouragement,  a  growing  number  of  employee  assistance 
programs  have  been  developed  to  deal  with  substance  abuse  in  the 
work  setting.  There  is  no  data  currently  available  on  the 
efficacy  of  the  different  service  delivery  programs  organized 
for  drug  abuse  treatment  in  industrial  settings.  NIDA  will 
initiate  several  studies  to  evaluate  those  programs  and  to 
provide  information  to  industry  on  the  most  effective  different 
programs . 

The  smoking  of  cocaine  free-base  is  an  area  of  special 
concern  because  of  its  unknown  hazards.  Although  it  is  probably 
a  self -limiting  phenomenon  because  of  its  costs  and  health 
effects,    it    is   potentially   hazardous    and    a    matter    of  national 
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In  FY  1981,  the  above  relocation  of  clinical  research  staff 
will  make  it  possible  to  carry  out  necessary  clinical  studies  on 
the  abuse  liability  of  new  compounds  and  the  development  of  new 
therapeutic  agents.  Relocation  will  also  enhance  the  ARC 1 s 
research  capabilities  by  improving  the  possibility  of  recruiting 
volunteer  patients  and  by  its  proximity  to  other  Federal 
intramural  research  facilities.  During  FY  1981,  the  ARC  will 
continue  the  following  clinical  studies  at  its  new  location  in 
Baltimore:  (1)  clinical  research  on  the  value  of  buprenorphine 
as  a  new  therapeutic  drug  for  the  treatment  of  narcotic  addic- 
tion; (2)  research  to  characterize  the  subjective  effects  of 
cigarette  smoking;  and  (3)  research  to  evaluate  the  efficacy  of 
barbiturates  and  minor  tranquilizers. 

In  FY  1982,  the  ARC  will  continue  to  develop  pharmacologic 
agents  for  use  in  the  treatment  of  drug  abuse.  Special  emphasis 
will  be  placed  on  the  development  of  buprenorphine,  an 
especially  promising  new  drug.  Further,  NIDA  will  continue  to 
vigorously  pursue  basic  research  in  the  area  of  endogenous  sub- 
stances and  receptor  neurobiology  in  the  firm  belief  that  such 
studies  will  provide  important  keys  to  understanding  the  biolog- 
ical mechanisms  of  mood  and  affect  and  how  these  relate  to  drug 
abuse.  NIDA  will  continue  its  prospective  study  of  modes  of 
treatment  and  treatment  outcome.  It  will  initiate  multidisci- 
plinary  studies  to  probe  the  biological  factors  which  predispose 
individuals  to  substance  abuse.  Smoking  (tobacco)  as  an  addic- 
tive process  and  the  long-term  health  hazards  of  drug  use  will 
receive  special  attention. 

Primary  Objectives  for  FY  1982 

The  drug  abuse  extramaural  research  program  has  and  will 
continue  to  emphasize  investigator  initiated  basic  research. 
NIDA  strongly  believes  tnat  the  most  effective  research 
strategy,  i.e.,  that  which  will  yield  the  highest  payoff  in  new 
knowledge  about  the  underlying  dynamics  of  drug  abuse,  is  one 
that  is  nondirective.  Basic  research  is  not  amenable  to  precise 
planning  and  concrete  milestones  either  as  to  its  pace  or, 
frequently,  its  direction  cannot  be  developed.  Basic  knowledge 
breakthroughs  such  as  the  discovery  of  tne  endogenous  opiate- 
like peptides  and  their  associated  receptor  sites  cannot  be 
predicted  with  any  great  accuracy.  The  best  a  program  can  do  is 
to  provide  the  requisite  resources,  define  the  questions  as 
accurately  as  possible,  and  find  good  scientists  to  answer  them. 

NIDA  will  also  continue  to  support  a  limited  amount  of 
direct  researcn,  especially  in  the  areas  of  treatment-related 
research  and  in  connection  with  abuse  liability  testing  and  drug 
hazards  where  tne  problems  to  be  investigated  or  the  products  to 
be  developed  can  be  sharply  defined. 
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concern.  It  is  also  important  because  of  the  increased  need  for 
knowledge  concerning  smoking  as  a  mode  of  administration  for 
abused  drugs. 


TRAINING 


NIDA's  training  programs  are  authorized  by  Sections  301, 
303,  and  472  of  the  Public  Health  Service  Act  and  are  designed 
to  meet  two  important  goals.  The  clinical  training  program 
seeks  to  ensure  the  maintenance  of  an  adequate  supply  of  skilled 
personnel  to  meet  the  needs  of  the  Nation's  drug  abuse  service 
system.  The  research  training  program  seeks  to  ensure  the 
development  of  skilled  researchers  in  priority  drug  abuse 
research  areas. 

Clinical  Training 

The  clinical  training  program  encourages  the  development  of 
the  States*  capability  to  provide  drug  abuse  training  by 
providing  technical  and  financial  assistance.  NIDA's  clinical 
training  program  is  organized  around  the  National  Training 
System  (NTS)  which  coordinates  the  development,  interchange,  and 
delivery  of  training  technology  and  resources.  It  provides 
demonstration  training  for  specific  clinical  needs,  validates 
courses  for  use  in  State  programs,  develops ' cr iter ia  and  assess- 
ment instruments  in  support  of  State  certification  of  drug  abuse 
workers,  assesses  training  evaluation  methods,  and  facilitates 
resource  and  information  exchange  in  support  of  State- training 
efforts. 

The  overriding  goal  of  the  NTS  is,  through  collaboration 
with  States,  to  provide  targeted  resources  to  create  a  State- 
based  capacity  to  carry  out  their  training  functions. 

The  NTS  consists  of  five  major  components. 

(1)  The  National  Drug  Abuse  Training  Center  (NTC) ,  which 
assesses  training  needs,  validates  existing  training 
materials  and  programs,  develops  new  materials,  and 
identifies  training  resources  nationwide. 

(2)  Five  Regional  Resource  Support  Centers  (RSC) ,  which  work  in 
conjunction  with  the  NTC  to  provide  more  specific  technical 
assistance  to  the  States  in  needs  assessment,  training 
design  and  evaluation,  and  career  development. 

(3)  The  State  Training  Support  Program  (STSP) ,  which  provides 
direct  financial  support  to  the  States  to  develop  tneir  own 
training  capabilities. 

(4)  The  Career  Teacher  Program,  whicn  seeks  Doth  to  improve 
medical  students'   training  by  supporting  the  development  of 
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drug  abuse  curricula  and  materials  for  use  in  medical 
schools  and  to  create  a  pool  of  skilled  consultants  in  the 
area  of  drug  abuse  training  to  act  as  resources  for  State 
and  local  training  programs. 

(5)  The  Developmental  Grants  Program,  which  supports  the 
training  of  students  who  are  preparing  for  clinical  service 
careers  in  the  drug  abuse  field  and  the  development  of  new, 
innovative  training  programs. 

Two  additional  activities  of  the  Clinical  Training  Program 

are: 

(6)  The  Management  Intern  Program  (MIP) ,  which  seeks  to  recruit 
and  train  individuals,  particularly  members  of  ethnic 
minorities,  for  supervisory  and  policy-making  positions 
with  the  State  Drug  Abuse  Agencies.  This  program,  which 
was  previously  supported  by  contract,  will  be  funded  as  a 
grant  in  FY  1981. 

(7)  The  Career  Development  Center  (CDC) ,  which  provides 
opportunities  for  drug  abuse  workers  to  receive  academic 
credit  for  educational  programs  in  which  they  participate. 

The  major  policy  issue  with  respect  to  clinical  training 
activities  during  FY  1982  continues  to  be  a  refinement  of  the 
Federal  role  in  clinical  training.  In  recent  years,  the  Federal 
Government  has  largely  withdrawn  from  the  direct  delivery  of 
training  services  and  has  invested  heavily  in  technical  assis- 
tance and  resource  development.  During  this  same  period,  there 
has  been  a  corresponding  emergence  of  the  States  as  full,  col- 
laborating partners  both  in  the  development  of  drug  abuse 
training  policy  and  in  the  delivery  of  actual  training 
services.  In  1971  for  example,  NIDA  bore  approximately  90  per- 
cent of  all  training-related  costs  involved  in  the  training  of 
drug  abuse  treatment  workers.  In  1979,  the  States'  share  of  all 
training-related  costs  had  risen  to  approximately  50  percent. 
In  FY  1979,  over  35,000  persons  took  part  in  State-sponsored 
training.  The  States  delivered  over  1,400  training  programs 
using  more  than  1,500  trainers. 

The  overriding  short-term  objective  of  the  FY  1982  clinical 
training ,  program  will  be  to  continue  to  expand  the  role  of  the 
States  in  administering  the  clinical  training  program.  NIDA 
will  continue  to  provide  technical  assistance  and  resource 
development  in  such  areas  as  certification,  credentialing ,  and 
inservice  training.  The  clinical  training  strategy  will  be 
implemented  along  programmatic  lines  set  in  prior  fiscal  years. 
Direct  training  service  delivery  will  be  accomplished  primarily 
through  State-sponsored  training  activities. 

The  Federal  investment  in  resource  development  and  techni- 
cal assistance  will  be  continued.  An  important  short-range 
objective     of     this     component     of     the     program     will     be  the 
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development  of  professional  standards  for  drug  program 
personnel,  especially  through  the  development  by  the  States  of 
criteria  and  procedures  for  credentialing  drug  abuse  service 
workers.  This  credentialing  effort  will  be  facilitated  by 
ongoing  activities  of  the  Career  Development  Center  and  its 
Professional  Develop-  ment  Board  which  are  developing  procedures 
for  documenting  professional  development  through  experience, 
training,  and  education.  This  activity  is  particularly 
important  for  the  drug  abuse  treatment  field  in  view  of  the 
important  role  played  by  paraprof essional  service  workers.  The 
objective  is  to  upgrade  the  quality  of  drug  abuse  treatment 
services  by  helping  both  degreed  and  non-degreed  workers  develop 
the  clinical  and  other  skills  needed  to  deliver  such  services. 

Research  Training 

NIDA's  research  training  program  seeks  to  ensure  the  devel- 
opment of  skilled  researchers  in  a  wide  variety  of  biomedical 
and  behavioral  sciences  with  an  interest  in  drug  abuse  research 
who  will  take  part  in  drug  abuse  related  epidemiology,  etiology, 
hazards,  treatment,  treatment  assessment,  prevention,  and  basic 
research  programs. 

The  development  of  skilled  researchers  with  an  interest  in 
drug  abuse  research  is  a  critical,  ongoing  requirement  of  the 
Nation's  drug  abuse  prevention  and  research  programs.  Drug 
abuse  is  a  relatively  new  field  lacking  the  immediate  glamour 
and  appeal  of  such  traditional  fields  as  cancer  and  heart 
research.  More  and  better  qualified  researchers  interested  in 
drug  abuse  are  needed  in  virtually  all  the  basic  sciences.  It 
is  essential  that  an  adequate  number  of  well  qualified 
researchers  be  trained  and  attracted  to  the  drug  abuse  field  so 
that  our  research  capability  is  enhanced  and  that  new  ideas  ana 
approaches  can  be  focused  on  the  problems  associated  with  drug 
abuse. 

To  accomplish  these  goals,  NIDA's  research  training 
programs  support  the  training  of  preand  postdoctoral  fellows 
through  botn  institutional  grants  to  universities  and  individual 
fellowships.  These  awards  are  directed  at  young  researchers 
just  beginning  their  careers  and  are  intended  to  both  provide 
them  with  high  quality  training  in  arug  abuse  related  researcn 
fields  and  to  show  them  that  they  can  make  a  career  in  the  drug 
abuse  research  field.  In  FY  1982,  particular  emphasis  will  be 
placed  on  the  development  of  new  researchers  in  the  areas  of 
epidemiology  and  clinical  research  because  of  the  high  program- 
matic priority  of  these  areas  and  the  current  shortage  of 
trained  scientists.  NIDA  will  also  continue  to  participate  in 
the  Minority  Access  to  Research  Careers  (MARC)  program.  This 
program,  a  joint  ADAMHA  activity,  is  designed  to  increase  the 
availability  of  qualified  drug  abuse  researchers  from  ethnic 
minorities  by  increasing  the  participation  of  faculty  members  in 
institutions  with  large  minority  populations  in  the  training  of 
promising  students  from  minority  backgrounds  for  drug  abuse 
research  careers. 
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COMMUNITY  ASSISTANCE  PROGRAMS 


NIDA's  community  programs  activities,  authorized  by  the 
Drug  Abuse  Prevention,  Rehabilitation,  and  Treatment  Act  of  1979 
(expiring  on  December  30,  1981),  encompass  two  related  efforts: 
(1)  the  maintenance  of  an  effectively  functioning  natiowide  drug 
abuse  treatment  network  responsive  to  the  treatment  needs  of  a 
diverse  population  abusing  a  wide  variety  of  licit  and  illicit 
drugs  in  both  rural  and  urban  settings,  and  (2)  the  continued 
development  of  effective,  coordinated  drug  abuse  prevention 
programs  designed  to  reduce  the  incidence  and  prevalence  of  drug 
abuse . 

These     activities     are     supported     through     the  following 

mechanisms: 

•  Statewide  Services  Treatment  Grants  (SWSG)  -  These 
grants  are  awarded  to  the  State  Drug  Abuse  Agencies 
(SDAAs)  for  drug  aouse  treatment  on  a  Federal/State 
matching  basis.  Under  these  grants,  the  States  may 
either  use  the  funas  to  provide  treatment  services 
directly  or  contract  with  other  local  organizations  to 
provide  these  services. 

•  Treatment  Support  Contracts  -  These  funds  are  used  in 
suppor  t  oT  the  drug  abuse  treatment  network.  These 
contracts  monitor  the  efficiency  of  and  provide 
technical  assistance  to  treatment  projects  to  ensure 
that  they  are  in  compliance  with  the  SWSG  requirements, 
including  the  SWSG  Treatment  Standards. 

•  Prevention  Grants  and  Contracts  -  The  prevention  program 
Ts  both  research  and  action  oriented.  It  seeks  new 
knowledge  of  successful  strategies  through  research  and 
evaluation.  A  major  component  in  leadership  in  preven- 
tion activities  in  the  transfer  of  technology,  to 
motivate  and  enpower  individuals  and  groups  of  individ- 
uals (States  and  communities,  agencies,  and  organiza- 
tions) to  take  effective  action  in  prevention 
programming . 

Treatment 

Prior  to  the  inception  of  federally  funded  drug  abuse 
treatment  programs,  the  nation  had  a  very  limited  capability  to 
treat  opiate  abusers  ana  abusers  of  other  drugs.  In  the  late 
1960s,  the  Federal  Government  began  maKing  airect  grants  on  a 
matching  basis  to  service  providers.  The  system  grew  at  a  rapid 
rate  in  the  early  1970s  and  achieved  its  goal  of  providing 
treatment  services  to  all  drug  abusers  seeking  treatment. 
During  this  period  of  time,  the  Institute  worKed  continuously 
with  the  States  and  territories  to  develop  and  solidify  a 
partnership  in  the  provision  of  treatment  services.     This   led  to 
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the  awarding  of  Statewide  Services  Contracts/Grants  whereby  the 
States  assumed  a  major  role  in  the  management  of  the  treatment 
programs.  In  FY  1981,  virtually  all  direct-funded  programs  will 
be  folded  under  the  Statewide  Services  Grant  Program.  This 
technique  for  funding  treatment  programs  has  greatly  increased 
the  efficiency  of  program  operations. 

The  drug  abuse  treatment  network  is  supported  by  Statewide 
Service  Grants  (SWSG)  awarded  to  and  administered  by  the  State 
Drug  Abuse  Agencies  (SDAA) .  Funds  are  provided  to  each  State  to 
support  a  specified  number  of  treatment  "slots."  One  treatment 
slot  is  equivalent  to  the  level  of  services,  in  any  given  treat- 
ment modality,  required  to  provide  treatment  to  one  individual 
for  a  year.  Awards  are  calculated  on  a  matching  basis,  NIDA 
providing  60  percent  of  the  costs  of  the  stipulated  number  of 
slots  in  each  State.  Once  the  awards  are  made,  States  are 
allowed  considerable  flexibility  in  reallocating  the  funds 
provided  to  meet  unexpected  demands  for  treatment  services.  For 
example,  with  the  approval  of  NIDA,  States  may  reallocate  funds 
among  different  treatment  programs  within  the  State  or  change 
the  mix  of  treatment  services  provided.  This  flexibility  has 
greatly  increased  the  efficiency  of  program  operations  and  is 
the  primary  benefit  of  the  SWSG  mechanism.  During  the  last 
three  months  of  FY  1980,  for  example,  tne  overall  national 
utilization  rate  ranged  between  98  and  99  percent  of  capacity. 

NIDA  does  hot  anticipate  that  termination  of  Federal 
support  for  local  drug  abuse  treatment  efforts  can  be  expected 
soon.  While  Federal  funds  account  for  approximately  28  percent 
of  the  financial  base  of  the  entire  drug  aouse  treatment  system, 
much  State  funding  for  drug  abuse  services  is  available  as  a 
consequence  of  the  matching  requirements  of  Federal  funding. 
Were  Federal  funds  withdrawn,  they  would  take  with  them  much 
more  than  28  percent  of  the  funding  base  with  them.  Given  the 
critically  important  role  of  Federal  funding  in  drug  abuse 
service  delivery,  NIDA's  goal  in  FY  1982  is  to  provide  stable, 
partial  support,  and  technical  assistance  for  a  fully  utilized, 
effective,  and  efficient  drug  abuse  treatment  network. 

Prevention 

NIDA's  prevention  efforts  can  be  categorized  into  three 
major  areas.  The  first  area  is  knowledge  development. 
Activities  in  this  area  include  the  assessment  of  a  wide  range 
of  prevention  projects  and  activities,  and  the  support  of  a 
number  of  demonstration  projects  designed  to  test  and  evaluate  a 
variety  of  prevention  and  intervention  strategies.  Through 
these  efforts,  the  Institute  hopes  to  better  understand  which 
prevention  approaches  are  most  effective  for  specific  target 
populations,  and  then  encourage  tne  implementation  of  successful 
projects  to  prevent  drug  abuse  among  specific  high  risk  groups. 

The  second  major  program  area  is  the  transfer  of  knowledge 
gained      from      assessment      and      demonstration      activities  to 
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professionals  in  the  field  and  the  general  public.  This 
includes  the  provision  of  technical  assistance  and  information 
to  individuals  or  organizations  working  to  develop  drug  abuse 
prevention  programs.  NIDA  activities  in  this  area  include  the 
Pyramid  Project  and  tne  Center  for  Multicultural  Awareness, 
which  provide  onsite  consultation,  information,  and  materials  to 
individuals  and  community  groups  across  the  nation.  The  Pyramid 
Project,  for  example,  has  responded  to  more  than  6,000  inquiries 
for  information  and  technical  assistance  from  local  communities, 
drug  abuse  programs,  and  State  Drug  Abuse  Agencies.  Through 
efforts  like  these,  NIDA  hopes  to  increase  the  national  aware- 
ness of  the  extent  of  drug  abuse  and  its  consequences,  and  to 
share  effective  techniques  for  prevention. 

The  third  major  program  area  focuses  on  building  the 
capacity  of  State  and  local  governments  to  plan,  coordinate,  and 
implement  prevention  projects,  including  intervention  and 
prevention  services  efforts.  Capacity  building  is  carried  out 
primarily  through  the  State  Drug  Abuse  Prevention  Grant  (SPG) 
program,  which  consists  of  three  components:  the  State  Preven- 
tion Coordinator  Program,  the  Prevention  Services  Program,  and 
Channel  One.  The  State  Prevention  Coordinator  Program  supports 
the  hiring  of  a  State  Prevention  Coordinator  to  initiate, 
coordinate,  and  monitor  State  prevention  activities.  The  State 
Prevention  Services  program  supports  State  and  local  prevention 
and  intervention  programs.  Channel  One  enlists  the  assistance 
of  business  and  industries  in  prevention  activities  and  combines 
elements  of  prevention  education  with  employment  opportunities 
for  youth. 

Over  the  last  two  years,  largely  as  a  result  of  a 
Congressionally  mandated  prevention  set  aside  in  the  community 
programs  budget,  NIDA  greatly  expanded  its  prevention 
activities,  increasing  its  expenditures  on  prevention  from 
slightly  over  $6  million  in  FY  1979  to  over  $16  million  in 
FY  1981.  A  large  portion  of  this  increase  has  been  channeled 
directly  to  the  States  through  the  State  Prevention  Grant 
program  (SPG) ,  although  all  program  areas  were  expanded.  In 
FY  1982,  NIDA  will  seek  to  assimilate  and  disseminate  the 
results  of  these  efforts.  Policy  emphasis  will  continue  to  be 
placed  on  increasing  the  lead  role  of  the  States  in  coordinating 
the  implemen taion  of  prevention  services.  This  will  be  done  by 
increasing  the  .  administration  and  coordinative  capabilities  of 
the  State  Drug  Abuse  Agencies  in  the  delivery  of  prevention 
services  and  the  continued  provision  of  technical  and  financial 
support  to  State  and  local  communities.  Federal  resources  will 
continue  to  be  applied  in  a  way  which  we  believe  will  achieve 
the  maximum  multiplier  effect;  that  is,  to  encourage  public  and 
private  orgainzations ,  local  communities,  and  State  governments 
to  develop  and  implement  their  own  prevention  programs. 
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Scientific  ana  Program  Information 


The  Division  of  Scientific  and  Program  Information  (DSPI) 
serves  the  Institute  in  the  areas  of  the  operation  of  management 
information  systems,  statistical  analysis,  applied  epidemiology, 
and  computer-based  systems  operations.  In  discharging  its 
responsibilities,  the  division  has  developed,  implemented,  and 
currently  operates  management  information  systems  required  to 
meet  critical  management  needs  of  Federal  and  State  drug  abuse 
programs.  In  cooperation  with  50  States  and  4  territories, 
information  is  collected  which  is  vital  to  the  management  and 
the  administration  of  the  various  drug  abuse  efforts. 
Successful  data  collection  activities  have  been  facilitated  by 
the  recognized  usefulness  of  the  data  for  State  and  local  policy 
making.  Approximately  23  States  receive  State  level  management 
data  on  computer  tapes  monthly.  The  other  States  either 
manipulate  the  data  manually  or  operate  their  own  independent 
computer     systems.       The     Institute's     major     data     systems  are 

(1)  the     Client-Oriented     Data     Acquisition      Process      (CODAP) , 

(2)  the  National  Drug  and  Alcoholism  Treatment  Utilization 
Survey  (NDATUS) ,  (3)  the  NIDA-Funded  Slots  Utilization  System, 
and  (4)  the  Drug  Abuse  Warning  Network  (DAWN) .  Other 
significant  activities  include  the  production  of  the  Clinic 
Management  by  Exception  Report  (CMER)  and  support  of  the  Drug 
Aouse  Epidemiology  Data  Center   (DAEDAC) . 

NIDA  has  achieved  a  significant  level  of  cooperation  with 
other  Feaeral  agencies.  DSPI  data  systems  provide  information 
to  the  Veterans  Administration,  the  Bureau  of  Prisons,  the 
Department  of  Justice,  tne  United  States  Probation  Office,  and 
the  Food  and  Drug  Administration,  thus  making  NIDA  the  principal 
repository  of  national  drug  abuse  information.  DSPI  efforts 
have  also  resulted  in  a  cooperative  agreement  with  the  National 
Center  for  Health  Statistics  for  NIDA's  participation  in  the 
Hispanic  Health  and  Nutrition  Examination  Survey. 

In  order  to  assist  all  States  in  more  fully  participating 
in  drug  abuse  program  management,  DSPI  has  provided  the  .  State 
Drug  Abuse  Agencies  (SDAAs)  the  option  of  sharing  responsibility 
for  data  by  incorporating  important  features  of  the  national 
level  management  information  systems  into  State  data  systems. 

Client-Oriented  Data  Acquisition  Process  (CODAP) 

CODAP  is  the  only  national  recurring  client  data  system 
collecting  drug  abuse  treatment  information.  CODAP  is  concerned 
with  the  monthly  collection  of  client  data  regarding  drug  abuse 
pnenomena  in  drug  abuse  treatment  clinics  receiving  Federal 
treatment  funds.  Public  Law  92-255  established  the  provision 
for  the  collection  of  uniform  client-related  data.  CODAP  has 
been  operational  since  May  1973.  Currently,  an  average  of 
45,000  forms  are  processed  monthly  from  2,200  treatment  units 
across  the  country. 


422 


CODAP  employs  five  forms:  an  Admission  Report,  a  Discharge 
Report,  a  Client  Flow  Summary,  an  Activity  Report,  and  a  Client 
Progress  Report.  Data  is  collected  at  two  crucial  points  in  the 
treatment  cycle;  admission  and  discharge.  This  affords  CODAP 
data  users  the  capability  to  examine  changes  in  drug  abuse 
patterns  affected  by  the  treatment  process.  The  Client  Flow 
Summary  provides  data  on  aggregate  clinic  populations  and  some 
measures  of  activity  during  the  month.  The  Activity  Report  is 
submitted  only  on  clients  in  programs  supported  by  the  Veterans 
Administration  (VA) .  The  Client  Progress  Report  is  submitted 
only  on  clients  in  programs  supported  by  the  Bureau  of  Prisons 
(BOP).  The  Client  Progresss  Report  is  a  quarterly  submission, 
the  others  are  submitted  monthly. 

CODAP  is  designed  to  supply  both  Federal  and  State  managers 
with  data  which  will  aid  them  to  identify  the  characteristics  of 
clients  admitted  to  federally  funded  treatment  facilities  and  to 
monitor  drug  abuse  patterns  and  treatment  provided.  The  ability 
to  monitor  changes  in  certain  indicators  (e.g.,  drug  use) 
between  admission  and  discharge  is  also  valuable  for  evaluation 
purposes.  In  1979,  several  items  were  removed  from  the  CODAP 
form.  The  items  deleted  were:  living  arrangement,  currently  a 
homemaker,  year  first  used  once  per  week  or  more  often,  and  all 
information  regarding  a  fourth  drug  used.  This  action  reflected 
NIDA's.  continuing  commitment  to  delete  data  items  where  the 
level,  of  use  does  not  justify  the  imposed  respondent  burden. 
Any  future  CODAP  changes  will  seek  to  maximize  data  utilization 
while  maintaining  or  reducing  the  respondent  burden. 

Since  its  inception,  CODAP  has  been  producing  national, 
State,  and  program  management  level  reports  on  a  quarterly 
basis.  NIDA  also  produces  the  "Quarterly  Statistical  Series" 
and  special  studies  of  topical  items  based  on  CODAP  data.  In 
addition,  data  tapes  of  cumulative  admissions,  discharges,  and 
client  flow  summaries  are  available  and  are  presently  distrib- 
uted, on  request,  to  23  States.  The  information  contained  on 
the  tapes  is,  and  can  be,  examined  in  many  combinations  at 
various  levels  of  reporting,  thus  providing  a  wide  range  of 
useful  data  displays  for  management  use.  Special  studies  and 
reports  are  regularly  produced  to  meet  unique  needs  of  managers, 
researchers,  and  epidemiologists. 

The  following  CODAP  objectives  for  FY  1979  were  met: 
(1)  DSPI  ,  continued  the  initiative  established  in  1979  which 
transferred  the  CODAP  quality  control  activities  from  NIDA  to 
the  State  Drug  Abuse  Agencies;  (2)  the  software  for.  a  State 
level  automated  CODAP  system  was  designed,  developed,  and  pilot 
tested;  (3)  a  Requirements  Study  was  conducted  to  determine 
whether  current  client-related  information  needs  of  the 
Institute  ana  the  States  were  being  met  by  CODAP;  (4)  onsite 
reviews  were  conducted  in  10  States  to  determine  the  degree  of 
compliance  with  CODAP  reporting  requirements  and  to  develop 
recommendations  for  improving  the  States'  processing  and 
procedures  as  they  relate  to  CODAP  data  collection;   and   (5)  DSPI 
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developed  new  data  quality  control  tools  to  facilitate  the 
States  in  the  error  correction  process. 

In  order  to  continue  the  maintenance  and  enhancement  of 
NIDA's  management  information  capability,  the  following  objec- 
tives were  estaolished  foe  FY  1981:  (1)  continue  the  transfer 
of  CODAP  quality  control  activity  from  NIDA  to  the  State  Drug 
Abuse  Agencies;  (2)  continue  the  installation  of  software  for 
the  State-level  automated  CODAP  system  in  individual  States;  and 
(3)  examine  the  results  of  the  Requirements  Study,  identify 
alternatives,  and  identify  implementation  costs  for  the  various 
alternatives. 

National  Drug  and  Alcoholism  Treatment  Utilization  Survey 
(NDATUS) 

NDATUS  is  an  annual  survey  of  the  scope  and  use  of  drug 
abuse  and  alcoholism  treatment  resources  throughout  the  United 
States,  District  ofColumbia,  Puerto  Rico,  Virgin  Islands, 
American  Samoa,  Guam,  and  Trust  Territories  of  the  Pacific 
Islands.  NDATUS  collects  the  following  types  of  information 
from  each  known  drug  abuse,  combined  drug  abuse/alcoholism,  and 
alcoholism  treatment  unit  in  the  United  States  regardless  of 
funding  source:  identification  information,  drug  abuse  treat- 
ment population,  alcohol  abuse,  treatment  population,  funding 
information,  treatment  unit  staffing,  and  methadone  and  LAAM 
treatment  unit  information. 

The  1979  NDATUS  represented  the  first  joint  data  collection 
effort  between  two  ADAMHA  Institutes,  the  National  Institute  on 
Alcohol  Abuse  and  Alcoholism  ( N I AAA )  and  NIDA.  This  was  accom- 
plished as  a  part  of  the  division.1  s  effort  to  implement  one  of 
the  major  recommendations  of  the  ADAMHA  Workgroup  on 
Epidemiology,  Health  Systems  Research,  and  Statistics  Data 
Systems.  This  recommendation  called  for  the  close  integration 
of  the  ADAMHA  data  systems,  including  the  exploration  of  the 
feasibility  of  developing  a  common  facilities/unit  inventory  for 
use  of  all  ADAMHA  service  settings  by  the  three  Institutes. 

In  FY  1980,  a  major  agreement  was  reached  between  the 
ADAMHA  Institutes  and  the  National  Center  for  Health  Statistics 
(NCHS)  which  will  result  in  a  reduction  in  respondent  burden  and 
reduce  the  duplication  of  data  collection  activities.  According 
to  the  agreement,  NDATUS  dataor  NIMH  information  may  be  used  to 
satisfy  the  requirements  of  the  Master  Facilities  Inventory 
(MFI)  which  is  conducted  by  NCHS.  The  MFI  covers  hospitals, 
nursing  homes,  and  other  inpatient  facilities.  During  FY  1980 
and  continuing  into  FY  1981,  the  ADAMHA  Institutes  and  NCHS 
worked  together  and  with  the  States  to  implement  this  agreement. 

During  FY  1980,  the  division  produced  major  reports  of  the 
1979  NDATUS  findings.  These  included  the  NDATUS  Executive 
Report,  the  NDATUS  Annual  Report,  the  NDATUS  Manpower  Report,  a 
Special  Substance  Abuse  Report,  and  the  first  National  Directory 
of  Drug  Abuse  and  Alcoholism  Treatment  Programs. 
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During  FY  1980,  NIDA  worked  with  the  Joint  Advisory 
Committee  of  the  National  Association  of  State  Alcohol  and  Drug 
Abuse  Directors  (NASADAD) ,  NIAAA  and  representatives  of  various 
States  to  identify  improvements  and/or  modifications  to  the 
NDATUS  system,  and  to  develop  recommendations  concerning  the 
frequency  and  timing  of  future  surveys.  Planning  for  the 
September  30,  1980,  survey  included:  modification  of  the  NDATUS 
questionnaire,  submission  of  the  questionnaire  and  instruction 
manual  for  OMB  approval,  and  translation  of  the  NDATUS  material 
into  Spanish. 

During  FY  1981,  the  data  from  the  September  30,  1980  survey 
will  be  collected,  quality  controlled,  and  processed.  Subse- 
quently, reports  will  be  produced  which  will  (1)  partially  meet 
the  mandated  reporting  requirements  concerning  methadone  mainte- 
nance facilities;  (2)  provide  data  to  aid  in  the  monitoring  of 
methadone  maintenance  facilities;  and  (3)  result  in  the  produc- 
tion of  output  reports  which  will  enable  NIDA  to  analyze  general 
treatment  utilization  trends,  staffing  patterns,  and  funding 
patterns  for  drug  and  alcoholism  treatment  units  for  the  Nation, 
regions,  and  States. 

NIDA-Funded  Slots  Utilization  System  (NIFUS) 

In  response  to  the  need  for  further  refinement  of  NIDA's 
quarterly  review  procedures,  DSPI  has  collaborated  with  the 
Division  of  Community  Assistance  (DCA)  to  develop  an  improved 
system  designed  to  provide  information  on  the  utilization  of 
NIDA  treatment  slots.  This  system,  known  as  the  NIDA-Funded 
Slots  Utilization  System,  includes  a  new  data  base  which 
provides  the  linkages  between  each  NIDA  treatment  unit  and  its 
NIDA  funding  source  or  sources. 

These  data  are  used,  in  conjunction  with  the  CODAP  Client 
Flow  Summary  Reports,  to  create  monthly  reports  which  provide 
utilization  figures  for  NIDA-funded  slots  at  the  grant/contract 
level,  the  program/management  levels,  the  treatment/service- 
provider  level,  and  the  State  and  national  levels. 

During  FY  1980,  as  a  result  of  close  cooperation  between 
DSPI,  DCA,  and  the  States,  the  NIFUS  system  became  fully  opera- 
tional; and  it  is  now  routinely  used  by  DCA  project  officers 
with  the  monitoring  of  utilization. 

During  FY  1980,  the  following  was  accomplished:  (1)  utili- 
zation reports  for  the  State  and  national  levels  were  produced; 
(2)  a  funding  linkage  trace  which  traces  the  flow  of  funds  from 
the  original  funding  source  down  through  the  treatment  level  was 
developed  and  implemented;  (3)  an  automated  feedback  system  from 
NIDA  to  the  direct  recipient  of  contracts  or  grants  was 
developed  and  implemented.  This  feedback  system  takes  the  form 
of  computer-generated  letters  which  are  triggered  by  utilization 
rates  of  less  than  90  percent. 
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During  FY  1981,  operations  of  the  system  will  continue  and 
graphics  packages  for  the  more  efficient  display  of  data  will  be 
developed. 

The  Clinic  Management  by  Exception  Report  (CMER) 

As  part  of  the  ongoing  efforts  to  monitor  and  improve  the 
quality  and  effectiveness  of  treatment  services,  NIDA  is  insti- 
tuting a  Clinic  Management  by  Exception  Report  (CMER) .  The  CMER 
was  developed  by  DSPI  with  input  from  all  NIDA  divisions.  It 
was  developd  during  FY  1979  and  was  implemented  in  January  1980. 

The  CMER  identifies  clinics  whose  client  performance  is 
significantly  below  the  norm  for  clinics  of  the  same  type, 
treatment  mooalxty,  and  environment,  on  one  or  more  of  five 
measures.  These  measures  reflect  treatment  duration,  treatment 
completion,  drug  abuse  at  discharge,  "productivity"  at 
discharge,  and  arrests  during  treatment.  The  Clinic  Exception 
Report  aids  NIDA's  State-Federal  monitoring  system  to  focus  on 
those  clinics  which  may  be  most  in  need  of  assistance. 

During  FY  1980,  the  CMER  was  implemented.  It  identified 
both  clinics  with  problems  and  others  with  special  character- 
istics (such  as  short-term  treatment  policy,  unusually  strict 
standards  for  treatment  completion,  lack  of  productivity  among 
pregnant  clients,  or  automatic  arrests  of  criminal  justice 
dropouts)  produced  false  positives  using  CMER.  It  was  found 
that  false  positives  resulted  because  one  measure  did  not 
discriminate  between  the  clinics  adequately.  Thus,  during 
FY  1981,  a  new  interactive  measure  which  requires  at  least  two 
exceptions  will  be  implemented. 

The  Drug  Abuse  Warning  Network   ( DAWN ) 

The  Drug  Abuse  Warning  Network  (DAWN)  is  a  iarge  scale  drug 
abuse  data  collection  system  sponsored  jointly  by  the  National 
Institute  on  Drug  Abuse  (NIDA)  and  the  Drug  Enforcement 
Administration  (DEA) .  The  DAWN  system  currently  collects  data 
on  drug-related  emergency  room  episodes  and  deaths  from  more 
than  800  emergency  rooms  and  approximately  80  medical  examiners 
throughout  the  United  States.  The  major  objectives  of  the  DAWN 
system  are:  (1)  to  identify  substances  associated  with  drug 
abuse  episodes;  (2)  to  monitor  drug  abuse  patterns  and  trends 
and    to    detect    new    drug    abuse    entities    and    new  combinations; 

(3)  to    assess    health    hazards    associated    with    drug    abuse;  and 

(4)  to  provide  data  for  drug  abuse  program  planning. 

While  the  Institute  relies  on  DAWN  for  morbidity  and 
mortality  data  resulting  from  the  abuse  of  drugs,  tne  emergency 
rooms  included  in  DAWN  do  not  constitute  a  national  representa- 
tive sample.  Therefore,  the  data  must  be  used  cautiously  in 
making  statements  relative  to  national  trends. 
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During  FY  1980 ,  several  agreements  were  reached  between  DEA 
and  NIDA.  These  included  the  establishment  of  an  interagency 
DAWN  management  board  which  allowed  FDA  participation  and  gives 
NIDA  an  increased  goal  in  the  management  and  control  of  the  DAWN 
project.  The  agreement  included  NIDA  processing  DAWN  data  using 
tne  Government  facilities  at  the  Parklawn  Computer  Center  to 
contain  the  mounting  costs  associated  with  DAWN.  This  will 
begin  in  1981.  Furthermore,  as  part  of  an  overall  effort  to 
improve  the  reliability  and  validity  of  DAWN/  a  randomly 
selected  national  probability  sample  of  emergency  rooms  will  be 
developea  and  implemented. 

In  FY  1982/  NIDA  will  assume  full  management  responsibility 
for  the  DAWN  system.  Thus,  during  FY  1981/  NIDA  will  develop  an 
RFC  for  the  competition  of  the  DAWN  project  as  well  as  complete 
plans  for  the  takeover  of  the  operation  and  direct  management  of 
the  DAWN  project  in  FY  1982. 

The  Drug  Abuse  Epidemiology  Data  Center   ( DAEDAC ) 

The  Drug  Abuse  Epidemiology  Data  Center  (DAEDAC) ,  is 
supported  by  DSPI  as  a  non-profit  research  archive.  DAEDAC 
maintains  the  largest  existing  file  of  coded  raw  data  from 
original  drug  surveys.  These  files  are  available  for  secondary 
research  and  analysis.  In  addition,  statistical  data  and 
research  results  from  published  and  unpublished  reports  and 
other  documents  are  available  from  an  aggregate  file.  A 
computerized  retrieval  system  enables  DAEDAC  to  supply  users 
with  specialized  as  well  as  comprehensive  literature  searches, 
producing  not  only  citations  but  actual  tables  ana  figures  from 
the  original  reports. 

During  FY  1980,  DAEDAC  and  DSPI  concluded  negotiations  to 
include  data  from  international  studies  in  the  original  data 
files  and  the  literature  files  maintained  by  the  archive. 

Applied  Epidemiology 

During  1980,  DSPI  realized  that  while  the  Institute  funds 
many  diverse  studies  and  surveys,  there  was  no  attempt  to 
integrate  the  results  of  these  efforts  so  as  to  obtain  maximum 
benefit  from  the  available  information. 

During  FY  1980,  DSPI  took  several  steps  aimed  at  the  devel- 
opment of  an  Institute  Epidemiology  Plan.  These  included: 
(1)  the  development  of  a  conceptual  overview  and  outline  of  an 
Epidemiology  Plan  for  the  Institute;  (2)  sponsorship  of  the 
biannual  Community  Correspondents  Work  Group,  a  group  composea 
of  drug  abuse  researchers  and  planners  from  various  regions  of 
the  country.  The  group  met  to  discuss  current  drug  abuse  trends 
and  to  serve  as  a  early  detection  source  for  the  identification 
of  emerging  substances  of  abuse;  (3)  the  division  chaired  a 
White  House-sponsored  drug  abuse  trends  workgroup.  The  initial 
work    of    the    group    was    spent    on    developing    an    approach  to 
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examining  drug  abuse  trends,  which  focused  on  sharing  informa- 
tion sources,  reviewing  literature  and  examining  approaches 
which  could  lead  to  more  cooperation  and  coordination  between 
various  Federal  agencies.  (4)  The  development  of  information  on 
the  epidemiological  aspects  and  consequences  of  drug  abusing 
behavior  in  the  general  population.  This  effort  was  initiated 
with  the  development  of  a  proposal  for  NIDA's  participation  in 
tne  National  Center  for  Health  Statistics  Hispanic  Health  and 
Nutrition  Examination  Survey  (HANES) . 

During  FY  1981,  DSPI  will  develop  and  implement  a  NIDA 
Epidemiology  Plan. 
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HHS '   Program  To  Reduce  Management  Inefficiencies, 
Program  Misuse  and  Fraud 


Overviev 

This  report  provides  information  on  the  Department's  effort 
(now  in  its  third  year)  to  combat  management  inefficiencies, 
program  misuse  and  fraud. 

This  effort  began  after  the  Department's  Inspector  General, 
in  May  1978,  published  a  final  report  which  estimated  that  the 
Department  had  lost  $5. 5  to  $6.5  billion  in  FY  77  due  to  fraud, 
abuse  and  waste.     In  FY  79,  the  Department  implemented  a 
program  of  high  priority  to  identify  areas  in  which  management 
inefficiencies  and  misuse  of  program  funds  existed,  to  develop 
corrective  actions,   and  to  establish  methods  to  document 
savings  due  to  changes  in  operation.     The  Department  has 
documented  savings  of  $1,419  Million  for  FY  79  and  $706  million 
for  FY  80  as  of  October  1980. 

This  report  describes  the  evolution  and  present  status  of  the 
Department's  program  to  reduce  management  inefficiencies, 
program  misuse  and  fraud.     It  also  contains  a  description  of 
the  Inspector  General's  first  annual  report  because  this 
report,  with  the  IG's  revised  estimates,  provides  the  basis  for 
the  Department's  current  savings  program.     An  awareness  of  the 
limitations  and  caveats  built  into  the'lG's  estimate  of  losses 
is  most  important  to  an  understanding  of  the  relationship 
between  the  Department's  savings  program  and  the  IG's  estimate 
of  losses. 
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Outline  of  Major  Events  Under  the  Department's  Initiative 
To  Reduce  Management  Inef f iciences ,  Program  Misuse  and 
Fraud 

o    March  1978,  —  The  Inspector  General  issued  his  first 
annual  report  which  contained  an  inventory  of  "best 
estimates"  of  losses  from  management  inefficiencies, 
program  misuse  and  fraud  in  key  HEW  programs.     The  IG 
estimated  that  the  Department  incurred  losses  of  between 
$6.3  to  $7-4  billion  in  1977. 

o    May  1978,  —  The  IG  revised  downward  his  estimate  of 
losses  to  between  $5«5  to  $6.5  billion.     The  reductions 
were  made  because  the  IG  reinterpreted  certain  data,  and 
used  new  data  furnished  by  the  operating  units. 

o     June  1978,  —  The  Department  developed  its  plan  to 
achieve  $1.3  billion  in  documented  savings  in  FY  79 
through  eliminating  management  inefficiencies  and 
misuse  of  funds. 

o     August  1979,  —  The  Department's  operating  units 

developed  and  submitted  to  the  Secretary  savings  plans 
to  achieve  a  Departmental  total  of  $1 .4  billion  in 
savings  in  FY  80.     (NOTE:     This  total  did  not  include 
education  programs  which  contributed  $422  million  to 
savings  in  FY  79) . 

0    May  1980,  —  The  Department  exceeded  its  FY  79  savings 
goal  of  $1 .3  billion  (NOTE:  Lag  time  in  collecting  and 
analyzing  program  data  often  results  in  considerable 
delays  (i.e.,   12-18  months)   in  determining  fiscal  year 
savings).     The  Department  has  now  documented  $1,419 
billion  in  savings  for  FY  79. 

0     October  1980,  —  The  Department  had  documented  $706 
million  in  savings  for  FY  80.     The  percentage  of  the 
annual  goal  (49^T  approximately  equals  the  FY  79  savings^ 
effort  at  a  similar  time. 
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Historical  Background 
IG's  First  Annual  Report 

In  his  May  18,  1978  memorandum  to  the  Secretary,  the  IG-  stated 
that  the  1977  total  for  losses  was  between  $5.5  and  $6.5 
billion.     The  IG  stressed  that  the  "best  estimates": 

o     ranged  from  well-established  and  scientific  error- 
measurement  systems  to  simply  the  judgements  of  well- 
informed  spokesperson; 

o    might  well  include  duplications  or  double  counting; 

o    were  not  complete;  and 

o     did  not  represent  monies  that  were  fully  recoverable. 

The  IG  noted  that  less  than  50^  of  the  estimates  were  in  areas 
in  which  the  Department  could  take  significant  actions  to 
reduce  waste  under  present  authorities  and  resources.     The  IG 
also  indicated  that  most  losses  could  be  addressed  only  over 
time  (e.g.,  it  would  be  impossible  to  eliminate  APDC  payment 
errors  in  one  year).     Specifically,  the  IG  classified  the 
estimates  in  four  categories: 

—  Those  in  which  savings  could  be  realized  under  present 
authorities  and  approved  budgets  (assuming  FY  1979 
budget  requests  were  granted). 

—  Those  where  action  could  be  taken  if  additional 
resources  were  provided  in  FY  1980. 

—  Those  where  further  action  would  require  new  statutory 
authority . 

—  Those  where  further  study  and  research  were  needed  to 
assess  the  extent  of  losses  and  to  develop  new  knowledge 
on  how  to  address  the  problems. 

The  IG  distributed  the  total  of  estimated  losses  among  the  four 
categories  and  across  the  general  program  areas  as  shown  on  the 
next  page. 
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Summary  of  Department's  Savings  Program  FY  79  Savings  Plan 

In  response  to  the  IG's  report,  the  Department  established  a 
program  to  reduce  losses  due  to  management  inefficiencies, 
program  misuse,  and  fraud  and  for  FY  79  identified  areas  in 
which  programs  could  achieve  $1.3  billion  in  such  savings. 
The  major  operating  units  were  assigned  savings  targets  and 
were  required  to  develop  rigorous  methodologies  to  document 
specific  savings.     To  date,  the  Department  has  achieved 
documented  savings  of  $1,419  billion  against  its  FY  79  goal. 

Categories  of  Savings 

There  are  three  categories  of  savings  included  in  the 
Department's  plans: 

1 )  Cost  Avoidances  -  identified  monies  which  through 
management  action  are  not  spent  improperly  or 
unnecessarily.     Some  of  these  "savings"  are  redirected  to 
other  legitimate  or  more  appropriate  purposes  (e.g., 
negotiation  of  lower  indirect  cost  rates  results  in 
having  funds  available  to  support  additional  specific 
program  activities)..     Other  cost  avoidance  savings  result 
in  reductions  in  anticipated  outlays  (e.g.,   reduction  in 
payment  error  rates,  terminating  ineligible  students  from 
beneficiary  rolls,   improved  Medicare  contractor 
productivity) . 

2)  Potential  Recoveries  -  monies  identified  as  owed  to 
the  government  and  which  are  being  pursued  for  recovery 
(e.g.,   IG  audit  findings,  Medicare/Medicaid  overpayments 
identified  through  investigations). 

3)  Recoveries  -  monies  which  the  Federal  government 
receives  in  repayment  or  which  become  negative 
adjustments  to  future  payments  to  grantees/beneficiaries 
(e.g.,  overpayments  in  the  Supplemental  Security  Income 
program . ) 
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FY  80  Savings  Plan 

In  FY  80,  the  Department  (as  HHS)  established  a  savings  goal  of 
$1.4  billion.     This  represents  a  more  significant  increase  over 
the  FY  79  savings  goal  than  is  readily  apparent  because  the 
FY  80  goal  does  not  include  savings  targets  from  educational 
programs  which  contributed  $422  million  towards  achieving  the 
FY  79  goal.     The  Department  has  achieved  $706  million  in 
savings  for  FY  80  through  October,   1980.     The  percentage  of 
the  annual  goal  that  the  Department  had  documented  (i.e.,  49$) 
is  similar  to  a  comparable  figure  for  the  FY  79  savings  effort 
at  a  similar  time. 


FY  81   Savings  Plan 

The  Department  has  established  a  goal  of  $2,173  billion  in 
savings  in  FY  81.     The  Department's  major  operating  units  are 
in  the  process  of  developing  their  savings  initiatives  to  reach 
this  goal.     The  units  have  been  assigned  the  following  goals. 

Unit  Savings  Total  ($m. ) 

Health  Care  Financing  Administration  $1,345 

Social  Security  Administration  704 

Management  and  Budget  77 

Inspector  General  47 

Public  Health  Service  * 

Human  Development  Services  * 

TOTAL  $2,173 


*  No  specific  savings  targets  included  in  the  budget. 

The  units  have  submitted  initial  plans  and  the  Department  is 
currently  working  with  each  unit  to  finalize  the  Department's 
overall  plan  for  FY  81  . 

The  attached  Table  provides  a  summary  of  the  Department's  savings 
program,  including  FY  79  goals  and  results  and  progress  to  date 
in  FY  80. 
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Summary  of  HHS  Program  To  Reduce  Management  Inefficiencies, 
Program  Misuse,  and  Fraud 


A.   HEALTH  CARE  FINANCING 


FY  79  ($m)  FY  80  ($m) 

Goal     Savings     Goal  Savings 


Section  223  -  Reimbursement  Limit_s_ 

Savings  result  from  applying  35        *  64 

limits  to  allowable  reimburse- 
ments to  hospitals,  skilled 
nursing  facilities  and  home 
health  agencies   (Section  2?"*> 
of  PL  92-603) • 

Inhalation  Therapy 

Savings  result  from  applying  1 3         *  2 

limits  on  Medicare  reimburse- 
ment for  inhalation  therapy 
obtained  under  contract. 

Medicaid  Management  Improvement 

Savings  result  from  reducing  265      241.7  191 

erroneous  Medicaid  payments, 
decreasing  claims  processing 
errors,  and  reducing  the 
eligibility  payment  error  rate. 
There  are  delays  of  up  to  12 
months  in  obtaining  and  compil- 
ing data  on  error  rates. 


The  Department  is  currently  reviewing  actuarial  estimates  to  document 
savings  from  these  initiatives. 
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FY  79  ($m)  FY  80  ($m) 

Goal     Savings     Goal  Savings 


Medicare/Medicaid  Overpayments 

Savings  result  from  identifying  93  23.8        a  34. 9 

Medicare/Medicaid  overpayments 
for  recovery. 


Part  B  Quality  Assurance 

Savings  result  from  the  reduction  a  8.7        10  0 

of  the  overpayment  error  rate  of 
the  10  carriers  with  the  highest 
error  rates  from  June  1 979-June  1980. 


Medicare  Contractor  Productivity 


Savings  result  from  decreasing  a  58.4  a  104.1 

the  costs  of  processing  Medicare 
claims . 

Medicaid  Financial  Management 

Savings  result  from  the  denial  a  66.4        66  54.1 

of  inappropriate  costs  claimed 
by  the  States. 


Unnecessary  Hospital  Stays  (PSROs'i 

Savings  results  from  reducing  86  98.6  100 

days  of  patient  care  brought 
about  by  PSRO  hospital 
reviews.     Data  for  FY  80  are 
not  yet  available. 

End  Stage  Renal  Dialysis  ( ESRD) 

Savings  result  from  denial  of  22  10-9        13  2.7 

requests  to  waive  ESRD  payment 
limits . 

Audit  and  Cost  Reviews 


Savings  result  from  audits  of  16  15-1         16  6.4 

a  selected  sample  of  hospital 
cost  report  settlements. 


a  -  No  savings  target  established 
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 FY  79  ($m)     FY  80  ($m) 

Goal     Savings     Goal  Savings 

Maximum  Allowable  Costs 

Savings  result  from  enforcing  a    a 

cost  limits  on  drug  purchases 
which  are  available  from  more 
than  one  source. 

Malpractice  Insurance 

Savings  result  from  a  change  in  10    7in 

the  method  for  calculating 
Medicare/Medicaid  reimbursement 
for  malpractice  insurance  costs. 
Providers  will  now  be  reimbursed 
by  calculating  the  percentage 
of  malpractice  losses  paid  to 
Medicare  patients  as  a  percent- 
age of  total  malpractice  losses 
paid  for  all  patients. 
(Reimbursement  had  previously- 
been  based  on  the  same  percent- 
age for  malpractice  costs  as  the 
percentage  of  Medicare/Medicaid 
patients  to  all  patients). 

Utilization  Control  Penalties 

Savings  result  from  disallowances  a        11.5  12  f, 

taken  against  States  not  having  an 
effective  utilization  control 
program  in  place. 

Terminations /Exclusions /Suspensions 

Savings  result  from  the  termination/  a  2.6  a  2  7 

exclusion/suspension  of  providers 
convicted  of  fraud. 

Medicare  Fraud/Abuse  Overpayment 
Recoveries 


Savings  are  based  on  the  recovery 
of  overpayments  identified  prior  to 
FY  79. 


2.1 


TOTAL  HCFA 


$540      $539.8        $784  $205-5 
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SOCIAL  SECURITY  PROGRAMS 

Student  Benefit  Initiative 

Savings  result  from  increased 
terminations  of  students  who  fail 
to  verify  school  attendance. 

RSDI  Overpayment  Recoveries 

-  Savings  result  from  the  increased 
recovery  of  RSDI  overpayments. 
The  savings  include  overpayments 
recovered  from  students. 

Duplicate  Payments  to  Dependents 

SSA  withdrew  this  initiative 
because  it  would  duplicate 
overpayment  recoveries. 

Widow/Widower  Enforcement  Program 

-  Savings  result  from  increased 
terminations  of  widows/widowers 
who  are  no  longer  eligible  for 
benefits  due  to  remarriage.  It 
is  unlikely  that  the  Department 
will  realize  savings  in  FY  80 
because  of  delays  in  implement- 
ing the  recontact  program. 

SSI  Overpayment  Recoveries 

-  Savings  result  from  the  increased 
recovery  of  SSI  overpayments. 

Reduce  SSI  Payment  Error  Rate 

Savings  result  from  a  reduction 
of  the  payment  error  rate.  The 
base  is  6.3^  for  the  six  month 
period  ending  March  1 9^7 . 


FY  79  ($m)  FY  80  ($m) 

Goal     Savings     Goal  Savings 


100      23-3        86  29—3  — 


a      53-5  a  •  124-7 


3 


15 


26      24.1         23  32.5 


105      64.4      124  35-4 
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FY  79  ($m! 


Goal 


FY  80  ($m) 
Savings     Goal  Savings 


SSI  Disability  Conversion  Reviews 

Savings  result  from  removing 
ineligibles  from  the  SSl/DI 
rolls  as  part  of  a  special  study. 

Improve  the  Efficiency  of  the  SSI 
Redetermination  Process 


1  .6 


2.4 


Savings  result  from  simplifying 
procedures  to  allow  fewer  and 
lower  grade  staff  to  perform 
low-risk  redetermination  reviews. 

Reduce  AFDC  Payment  Error  Rate 

Savings  result  from  reducing 
the  payment  error  rate.  The 
base  for  nontechnical  errors 
is  8.6^  for  the  6-raonth 
period  ending  June  1977  and 
for  technical  errors  2.3^  for 
the  6-month  period  ending 
September  1978.     There  is 
approximately  a  9-month 
data  lag  for  compiling  States' 
error  rates. 

AFDC  Financial  Management  Reviews 

Savings  result  from  increased 
disallowances  of  inappropriate  claims 
by  States. 

Child  Support  Enforcement 

Savings  result  from  the  Federal 
share  of  State's  increased  child 
support  collections  which  offset 
Federal  AFDC  expenditures. 

Reduction  in  Warehouse  Inventory 

Savings  result  from  a  one-time 
reduction  of  excess  warehouse 
inventory. 


1  .6 


25      53.6  135 


10 


4.8 


68.4 


20 


6.6 


36.9 


•  5 


Total  SSA 


274    295-3  520 


"269T4 


\ 
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PUBLIC  HEALTH  SERVICE 

Costs  in  Community  Health  Services 
Projects 

Savings  result  from  reducing  the 
percentage  of  funds  devoted  to 
indirect  costs. 

Collection  of  PHS  Commissioned  Corps 
Debts 

Savings  result  from  the  increased 
collection  of  "both  new  and  back- 
logged  debts. 

Total  PHS 

MANAGEMENT  AND  BUDGET 

Indirect  Cost  Negotiations 

Savings  result  from  negotia- 
ting lower  indirect  cost  rates 
with  departmental  grantees. 

Improved  ADP  Practices 

Savings  result  from  lower  costs  of 
purchasing,   rather  than  leasing, 
ADP  equipment. 

Collection  of  Outstanding  Audit  Findings 

Savings  result  from  collection 
of  audit  findings  prior  to  FY  79- 

Total  MB 


 FY  79  (Sm)  FY  80  ($m) 

Goal     Savings  Goal  Savings 

a           4.5  13  3-9 

a              .3  —  .1 

$47o~  T5~  $4.0 

15          68.3  77  111.5 

a            7.3  a  6.9 

a          17.3  a 

$T5       $93T4~  $77  $lT8T4 
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FY  79  (Sm)  FY  80  ($m) 

Goal     Savings     Goal  Savings 


E.   INSPECTOR  GENERAL 


Audits 


Savings  result  from  an  increase  16  42.6  39  106.8 

in  audits  conducted  by  the  IG 

in  which  POCs  agree  with  the 

IG's  findings  and  agree  to  recover. 

Criminal  Investigations 

Savings  result  from  fines,  10  .7  1  .3 

recoveries,   and  restitutions 
due  to  court  orders  or  admin- 
istrative agreements  sub- 
sequent to  an  IG  investigation. 

Fraud  Control  Units 

Savings  result  from  overpayments,  a  ?Vl  6.9  1.6 

fines,  and  restitutions  based  on 
investigations  by  State  fraud 
control  units. 

Matching  Projects 

Savings  result  from  the  use  of  12  9.6  n 

computer  matches  which  identify 
ineligible  welfare  recipients 
(e.g.,   matching  HEW  personnel 
with  AFDC  lists)  . 

Project  Integrity  Systems 

Savings  result  from  process  a  578 

changes  to  State  Medicaid 
Systems  which  have  corrected 
inadequate  billing  or  quality 
control  systems. 

Total  IG  ~J38~    $63-8    $53-9  JT68T7 

F.   EDUCATION  PROGRAMS  4^8       422.2  — 

TOTAL  DEPARTMENT  $T730 5~$ 1  74T9T4  £T7447. 9  $706.0 
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GENETIC  DISEASES 
Obligations 


Public  Health  Service: 

National  Institutes  of 
Health:  i 

National  Institute 
of  General  Medical  I 
Sciences  

National  Heart, 
Lung,  and  Blood 
Institute  ' 

National  Institute 
of  Arthritis, 
Metabolism,  and 
Digestive  Diseases 

National  Institute 
of  Neurological 
and  Communicative 
Disorders  and  Stroke 

Na-ional  Institute 
of  Allergy  and 
Infectious  Diseases. 

National  Institute 
of  Child  Health  and 
Human  Development... 

National  Eye 
Institute  

National  Institute 

on  Aging  

Total,  NIH  


.  30 


,500,000 
,906,000 


1979 


$  8,555,000 
30,603,000 


1981  1982 
1980  Estimate  Estimate 


$  8,750,000  $  9,000,000  $  9,000,000 
29,599,000     30,500,000  31,500,000 


.\   10,385,000     11,900,000     14,560,000     14,578,000  15,611,000 


,907,000 

,793,000 

,170,000 
,054,935 
326,000 

,041,935 


11,383,000 

1,940,000 

24,817,000 

11,701,951 

1,121,000 
162,626,951 


Health  Services 
Administration: 
Bureau  of  Community 
Health  Services  I 


7,567,000  7,567,000 


TOTAL,  PHS.. 


...J. 100, 608, 935  109,587,951 


14,300,000     15,300,000  16,000,000 

2,158,000       2,351,000  2,488,000 

26,856,000     28,400,000  30,100,000 

12,382,000     13,001,000  13,652,000 

1,595,000       1,600,000  1,600,000 

110,200,000  114,736,666  H9,95l,6o6 

11,567,000     13,145,000  17,068,000 

121,767,000  127,875,000  137,019,000 
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PUBLIC  HEALTH  SERVICE 
National  Institutes  of  Health 
GENETIC  DISEASES 


The  term  "genetic  disease"  covers  a  broad  spectrum  of  human 
disorders,  some  arising  from  defects  in  a  single  gene  (e.g., 
cystic  fibrosis  and  Huntington's  disease),  others  from  chromosomal 
abnormalities  (e.g.,  Down  syndrome),  still  others  from  the  complex 
interaction  of  individual  genetic  inheritance  and  environmental 
factors  such  as  diet,  smoking,  pollutants,  and  lifestyle. 

The  single-gene  disorders,  at  one  end  of  the  spectrum,  are 
relatively  uncommon  though  often  devastating  in  impact.  The 
"multifactorial"  disorders,  at  the  other  end,  include  a  number 
of  frequently  occurring,  serious  health  problems — among  them, 
diabetes,  high  blood  pressure,  atherosclerosis,  schizophrenia, 
and  several  forms  of  cancer. 

As  befits  such  diversity,  genetic  disease  research  programs 
at  the  National  Institutes  of  Health  cover  a  similarly  broad 
spectrum,  ranging  from  basic  studies  of  fundamental  genetic 
mechanisms  to  clinical  investigations  that  target  specific  dis- 
orders.    Eight  NIH  Institutes  are  involved  in  this  effort:  the 
National  Institute  of  General  Medical  Sciences;  National  Heart, 
Lung,  and  Blood  Institute;  National  Institute  of  Arthritis, 
Metabolism,  and  Digestive  Diseases;  National  Institute  of  Neuro- 
logical and  Communicative  Disorders  and  Stroke;  National  Institute 
of  Allergy  and  Infectious  Diseases;  National  Institute  of 
Child  Health  and  Human  Development;  National  Eye  Institute;  and 
National  Institute  on  Aging.     Though  each  Institute  follows  a 
different  research  path,  the  ultimate  goal  for  all  is  the  same: 
to  improve  the  diagnosis,  prevention,  and  treatment  of  human 
genetic  disease. 
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National  Institute  of  General  Medical  Sciences 

The  NIGMS  Genetics  Program  supports  basic  research  aimed  at 
obtaining  a  better  understanding  of  the  fundamental  mechanisms 
of  inheritance  in  health  and  disease.    This  basic  research  effort 
provides  an  essential  underpinning  for  the  disease-oriented  re- 
search programs  of  other  NIH  Institutes. 

A  major  portion  of  NIGMS-funded  genetic  research  focuses  on 
such  fundamental  topics  as  nucleic  acid  chemistry,  the  mechanisms 
of  transmission  and  expression  of  genetic  information,  and  popula- 
tion genetics.    Such  research  makes  extensive  use  of  model  organ- 
isms— for  example,  bacteria,  fruit  flies,  and  mice. 

NIGMS  also  emphasizes  the  view  that  genetics  is  not  only  a 
scientific  discipline,  but  a  way  of  thinking  about  biology  and  med- 
icine that  complements  the  more  specifically  targeted  approaches 
to  research  demanded  by  other  NIH  programs.     For  example,  study 
of  a  rare  disorder  (e.g.,  Lesch-Nyhan  disease)  or  a  more  common 
but  relatively  benign  condition  (e.g.,  G-6-PD  deficiency)  can 
frequently  shed  broad  light  on  genetic  disease  in  a  manner  far 
outweighing  the  intrinsic  medical  importance  of  these  disorders. 
In  the  future,  disease  models  will  be  needed  that  can  provide  gen- 
eralizable  concepts,  applicable  to  common,  multifactorial  diseases 
as  different  as  diabetes  and  schizophrenia. 

NIGMS  supports  individual  research  projects  and  programs  of 
research  in  genetics  at  universities  and  other  institutions 
throughout  the  country.     The  Institute  also  funds  several  genetic 
research  centers  whose  purpose  is  to  promote  collaboration 
between  basic  and  clinical  scientists  that  will  stimulate  fresh 
approaches  to  human  disease  problems.    Currently,  there  are  five 
such  centers,  located  at  the  University  of  Washington,  Seattle; 
the  University  of  California,  San  Diego;  New  York's  Albert 
Einstein  College  of  Medicine;  Yale  University;  and  the  University 
of  Pennsylvania. 

To  facilitate  laboratory  investigation  of  genetic  disorders, 
NIGMS  has  since  1972  supported  the  Human  Genetic  Mutant  Cell 
Repository  at  the  Institute  for  Medical  Research  in  Camden, 
N.J.'    The  repository  "banks"  cell  lines  from  patients  with  well- 
characterized  genetic  disorders  and  members  of  their  families, 
from  individuals  with  chromosomal  abnormalities,  and  from  normal 
controls.     Cultures  from  these  cell  lines,  and  supporting  documen- 
tation, are  provided  to  requesting  investigators  at  minimal 
charge.     In  1979,  nearly  3,000  cultures  were  shipped  for  study 
to  scientists  worldwide. 

In  the  early  years  of  the  repository's  operation,  the  only 
cell,  lines  collected  (aside  from  those  from  normal  controls) 
were  those  representing  conditions  whose  metabolic  or  chromosomal 
defect  could  be  demonstrated  in  culture.     More  recently,  this 
restriction  has  been  relaxed,  since  the  existence  of  certain  col- 
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lections  may  in  fact  stimulate  research  on  the  cellular  or  molec- 
ular defects  of  important  diseases.    Thus  the  collection  now 
includes  significant  holdings  of  cell  lines  representing  diabetes 
(an  example  of  a  condition  that  is  prevalent,  multifactorial, 
and  heterogeneous)  and  Huntington's  disease  (an  example  of  a 
dominantly  inherited  disorder  whose  primary  defect  is  as  yet  dif- 
ficult or  impossible  to  diagnose  in  cultured  cells). 

Additionally,  serious  consideration  is  being  given  to  estab- 
lishment of  a  collection  of  cell  lines  representing  psychiatric 
disorders,  particularly  the  schizoid  and  manic-depressive  groups. 
Many  of  the  Institute's  consultants  believe  that  such  a  collection 
will  be  very  useful  as  DNA  probes  for  many  human  genes  become 
available,  and  as  research  that  seeks  to  understand  psychiatric 
illness  from  a  biochemical  point  of  view  continues  to  proliferate. 

Tomorrow:     rapidly  becoming  today.     For  the  most  part,  genetic 
research  supported  by  NIGMS  is  directed  toward  development  of 
broadly  applicable  concepts  and  techniques,  transcending  concerns 
about  individual  diseases.    Nevertheless,  the  pace  of  research 
today  is  such  that  concepts  and  techniques  arising  from  basic 
studies  often  move  with  surprising  speed  toward  application  to 
specific  medical  problems. 

Six  years  ago,  restriction  enzymes  (biochemicals  that  cut 
DNA)  and  plasmids  (loops  of  bacterial  DNA)  were  a  subject  of 
fascination  to  molecular  biologists — and  few  others.     Who  would 
have  guessed  that  by  1980  they  would  be  elements  in  the  manufacture 
of  such  important  biological  substances  as  insulin  and  interferon, 
or  would  be  used  in  prenatal  diagnosis  of  genetic  disorders?  Yet 
the  development  of  recombinant  DNA  technology— pioneered  in 
large  part  by  NIGMS  grantees — has  brought  this  to  pass*     (For  their 
contributions,  two  of  these  scientists — Drs.  Paul  Berg  and  Walter 
Gilbert — shared  in  the  1980  Nobel  Prize  in  Chemistry.) 

During  the  past  year,   investigators  at  the  University  of  Cal- 
ifornia at  Los  Angeles  reported  the  first  successful  transfer 
of  genes  to  an  intact  animal.     The  experiment,  supported  in  part 
by  NIGMS,  involved  the  transfer  of  bone  marrow  stem  cells,  trans- 
formed by  a  gene  bearing  resistance  to  the  drug  methotrexate, 
between  mice.     The  successful  establishment  of  the  methotroxate- 
resistant  cells  in  the  host  animals  is  a  crucial  first  step 
toward  the  possibility  of  treating  certain  inherited  disorders  by 
replacing  defective  genes.     It  exemplifies  a  merging  of  basic  sci- 
ence and  applied  efforts  that  provides  hope  for  significant  break- 
throughs in  the  treatment  of  diverse  and  distressing  clinical 
problems. 
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National  Heart,  Lung,  and  Blood  Institute 

Genetic  diseases  addressed  by  NHLBI  programs  include  the  hemo- 
philias, sickle  cell  disease  (SCD),  Cooley's  anemia,  and  other 
rarer  hereditary  disorders  affecting  red  blood  cells. 

Hemophilia*    An  estimated  14,000  Americans  suffer  from  moder- 
ate to  severe  hemophilia.    About  11,000  of  these  have  hemophilia 
A  (classical  hemophilia),  characterized  by  a  deficiency  of 
functional  clotting  factor  VIII  (antihemophilic  factor  or  AHF). 
Some  3,000  have  hemophilia  B,  also  called  Christmas  disease,  and 
characterized  by  a  deficiency  of  functional  factor  IX  (Christmas 
factor).    An  undetermined  number  of  others  have  von  Willebrand's 
disease,  that  is  believed  to  be  more  common  than  all  other  hemo- 
philias combined. 

About  30  percent  of  all  cases  of  hemophilia  occur  among  sub- 
jects with  no  previous  family  history  of  the  disease.     Some  of 
those  cases  may  represent  new  genetic  mutations.     Hemophilia  A 
and  hemophilia  B  affect  males  almost  exclusively,  but  both  are 
transmitted  by  female  carriers  of  the  defective  gene.    Von  Wille- 
brand's disease  differs  from  these  sex  linked  forms  of  hemophilia 
in  that  the  flawed  gene  is  a  dominant  one  and  may  be  transmitted 
by  either  parent  to  offspring  of  either  sex.     Fortunately,  in 
most  of  those  affected,  blood  levels  of  factor  VIII  are  sufficiently 
high  to  prevent  spontaneous  hemorrhage,  though  excessive  bleeding 
may  follow  trauma,  surgery,  childbirth,  and  the  like. 

It  is  now  possible  to  identify  female  carriers  of  hemophilia 
with  accuracies  of  up  to  90  percent  by  combining  the  results  of 
coagulation  tests  for  normal  factor  VIII  with  immunological 
tests  which  also  detect  the  abnormal  variant  that  does  not  parti- 
cipate in  clotting.     If  the  known  carrier  becomes  pregnant,  it 
is  also  possible  to  identify  the  sex  of  the  unborn  fetus  by 
amniocentesis.    And  now,  NHLBI  grantees  report,  if  the  fetus  is 
male  (and  thus  has  a  50-50  chance  of  being  hemophiliac)  it  can 
be  determined  during  the  second  trimester  whether  the  fetus  is 
normal  or  has  inherited  the  disease  by  using  a  fetoscope  to 
obtain  a  fetal  blood  sample  from  the  placenta,  then  assaying  its 
content  of  normal  factor  VIII.     The  technique  is  also  applicable 
to  the  prenatal  diagnosis  of  von  Willebrand's  disease. 

In  patients  with  severe  hemophilia,  the  chief  threats  to 
health  or  life  are  episodes  of  internal  bleeding  into  organs, 
soft  tissues  and  joints.     Such  episodes  may  occur  for  no  apparent 
reason  and  are  very  likely  to  follow  even  seemingly  minor  trauma. 
The  only  effective  means  of  controlling  such  episodes  is  to 
supply  the  specific  clotting  factor  needed  to  correct  the  coagula- 
tion defect.     Today  this  is  usually  done  with  clotting  factor 
concentrates . 

The  first  AHF  concentrate  to  become  widely  available  was  a 
"cryoprecipitate"  prepared  by  a  technique  developed  by  the  late 
Dr.  Judith  Pool  and  associates  at  Stanford  University.  They 
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found  that,  when  fresh  frozen  plasma  slowly  thawed  in  the  cold, 
an  AHP-rich  precipitate  was  formed  that  contained,  in  concentrated 
form,  upwards  of  half  the  AHF  originally  present  in  the  plasma. 
The  precipitate  could  easily  be  separated  and  could  be  stored 
for  extended  periods  at  very  low  temperatures  until  needed. 
Almost  any  hospital  blood  bank  can  prepare  AHF  concentrates  by 
this  method,  and  recently  developed  variations  on  this  procedure 
have  substantially  improved  the  AHF  yield. 

Commercially,  AHF  precipitates  are  usually  prepared  by  chem- 
ical precipitation  of  this  clotting  factor  from  large  batches  of 
pooled  plasma.     Some  of  these  concentrates  can  be  lyophilized 
("freeze  dried")  to  a  stable  powder  that  can  be  stored  under 
normal  conditions  for  prolonged  periods. 

The  increased  availability  of  the  concentrates  has  permitted 
extensive  use  of  home  therapy  as  the  mode  of  health  care  delivery 
to  hemophiliacs.     Experience  has  shown  that  this  approach  reduces 
costs,  decreases  physician's  visits,  diminishes  hospitalization 
time  (when  required  for  severe  bleeding  episodes),  and  permits 
the  hemophiliac  to  pursue  a  more  normal  lifestyle.     Home  treatment 
can  nearly  always  be  initiated  more  rapidly  than  is  possible 
when  the  patient  must  first  be  brought  to  the  hospital  emergency 
room,  and  this  may  also  reduce  the  threat  of  permanent  damage  to 
joints  or  other  tissues  affected  by  the  bleeding  episode. 

Factor  VIII  concentrates  have  greatly  improved  the  management 
of  bleeding  episodes  in  hemophilia.     But  some  hemophiliacs  develop 
antibodies  to  factor  VIII.     Those  antibodies  neutralize  much  of 
the  factor  VIII  infused  into  these  patients  and  so  can  make  the 
control  of  bleeding  extremely  difficult. 

One  approach  to  circumventing  the  diminution  of  beneficial 
effects  of  factor  VIII  therapy  resulting  from  production  of 
anti-factor  VIII  antibodies  has  been  to  employ  prothrombin-complex 
concentrates,  thus  bypassing  the  factor  VHI-requiring  step  in 
coagulation.     In  a  recent  NHLBI-supported  trial  among  hemophiliacs 
with  antibodies  to  factor  VIII,  prothrombin-complex  concentrates 
were  compared  with  a  placebo  in  the  treatment  of  joint  hemorrhages 
On  the  basis  of  the  patient's  subjective  response  plus  objective 
evidence  of  improvement  in  joint  mobility  after  six  hours,  the 
prothrombin-complex  concentrates  clearly  outperformed  the  placebo, 
but  were  judged  effective  only  about  half  the  time.  However, 
though  the  concentrates  are  expensive  and  only  partially  effective 
the  investigators  noted  that  their  use  to  treat  joint  bleeding 
in  hemophiliacs  with  factor  VIII  antibodies  is  justified  in  the 
absence  of  any  other  effective  and  readily  available  therapy. 

Sickle  Cell  Disease  and  Cooley's  Anemia.     Sickle  cell  disease 
affects  some  50,000-70,000  Americans,  most  of  them  blacks. 
Cooley's  anemia  affects  approximately  1,000  Americans  of  Mediter- 
ranean descent  and  an  unknown  number  of  orientals. 


An  estimated  two  million  Americans  have  sickle  cell  trait 
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and  200,000-300,000  others  may  be  carriers  of  the  trait  for 
Cooley's  anemia.    Carriers  of  either  trait  are  usually  asymptoma- 
tic; but  when  two  carriers  of  the  same  trait  marry,  there  is  one 
chance  in  four  with  each  pregnancy  that  the  offspring  will  inherit 
the  affected  gene  from  both  parents  and  have  the  clinically 
manifest  disease. 

Since  1971,  NHLBI  has  coordinated  a  national  program  aimed 
at  reducing  the  frequency  of  sickle  cell  disease  and  combating 
illness,  disability,  and  premature  death  from  its  complications. 
A  major  program  component  has  been  the  establishment  of  ten 
Comprehensive  Sickle  Cell  Centers  at  major  medical  institutions 
around  the  country.     These  conduct  basic  and  clinical  research 
on  SCD  and  carry  out  clinical  trials  of  new  or  improved  methods 
of  diagnosis  and  treatment.     They  also  provide  such  community 
service  activities  as  education,  screening,  counseling,  and 
rehabilitation  projects. 

People  with  SCD  are  subject  to  recurrent  sickle  cell  crises 
that  are  excruciatingly  painful,  temporarily  disabling,  and  may 
cause  extensive,  sometimes  permanent  organ  and  tissue  damage. 
An  important  element  of  the  SCD  program  is  the  quest  for  antisick- 
ling  agents  that  might  prevent  such  episodes  or  reduce  their 
intensity  or  duration. 

A  group  of  compounds  that  show  promise  as  antisickling  agents 
(though  none  has  yet  been  tested  clinically)  are  benzyl  esters 
of  amino  acids.     These  esters  have  been  shown  to  inhibit  sickling 
of  red  cells  _in  vitro,  apparently  have  low  toxicity,  and  do  not 
interfere  with  the  oxygen-carrying  function  of  red  cells. 

Other  agents  that  may  be  useful  in  the  treatment  of  sickle 
cell  diseases  are  inhibitors  of  calmodulin,  an  intracellular 
protein  that  acts  as  a  receptor  for  calcium.    Normal  red  cells 
do  not  take  up  calcium,  but  those  in  subjects  with  sickle  cell 
disease  are  abnormally  permeable  to  this  ion.     Calcium  influx 
into  these  cells  is  enhanced  by  deoxygenation  and  sickling.  In 
the  cell  this  calcium  is  thought  to  interact  with  calmodulin  and 
perhaps  other  proteins  of  the  cell  membrane  to  "fix"  the  membrane 
permanently  in  the  sickled  conformation.     Irreversibly  sickled 
cells,  which  may  constitute  5  to  25  percent  of  all  red  cells  in 
victims  of  sickle  cell  disease,  are  usually  culled  rapidly  from 
the  circulation  and  destroyed. 

Earlier  studies  indicated  that  calcium  influx  into  red  cells 
was  partially  inhibited  by  zinc.     More  recent  studies  indicate 
that  zinc  plus  thoridazine,  a  calmodulin  inhibitor  and  tranquilize 
appears  to  be  even  more  effective.     In  limited  clinical  trials 
the  combination  reduced  the  rate  of  hemolysis  and  substantially 
increased  the  half-life  of  sickled  cells. 

A  possibly  important  factor  in  sickle  cell  crises  may  be  the 
tendency  of  red  cells  of  SCD  patients  to  adhere  to  the  epithelium 
of  blood  vessels.     A  recent  study  showed  that  whereas  red  cells 
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from  normal  subjects  would  not  stick  to  umbilical  epithelium, 
some  younger,  reversibly  sickled  cells  from  SCD  patients  and  a 
major  proportion  of  their  older  irreversibly  sickled  cells  clung 
tenaciously  to  epithelium  through  numerous  washings. 

The  investigator  thinks  that  crisis  episodes  may  develop  when 
the  affinity  of  the  patients'  red  cells  for  vascular  endothelium 
slows  blood  flow  in  smaller  vessels  sufficiently  to  cause  the 
cells  to  become  deoxygenated  and  then  to  sickle  in  these  vessels, 
which  they  subsequently  block.     He  believes  that  agents  capable  of 
reducing  the  stickiness  of  red  cells  in  SCD  might  be  effective  in 
preventing  crisis  episodes. 

Patients  with  Cooley's  anemia  require  repeated  blood  transfu- 
sions to  keep  their  levels  of  red  blood  cells  within  tolerable 
limits.     Each  transfusion  introduces  substantial  amounts  of 
iron,  which  the  body  cannot  excrete  readily  and  which  it  tolerates 
poorly.     Eventually,  excess  iron  accumulates  in  various  tissues 
and  organs,  including  the  heart.    Cardiac  complications  of  this 
iron  overload,  chiefly  arrhythmias  or  congestive  heart  failure, 
are  presently  the  leading  causes  of  death  among  victims  of  Cooley's 
anemia. 

The  normal  red  blood  cell  has  a  lifespan  of  about  120  days. 
Patients  given  conventional  transfusion  therapy  receive  a  mixture 
of  red  cells  of  varying  ages — some  young,  others  "middle  aged," 
and  still  others  already  nearing  the  end  of  their  useful  life 
when  first  infused.     However,  scientists  at  NIH  and  at  Boston 
Children's  Hospital  have  developed  a  novel  transfusion  scheme 
whereby  their  patients  with  Cooley's  anemia  receive  only  young 
red  cells.    By  means  of  an  automatic  cell  separator,  young  red 
cells  are  separated  from  the  older  cells  at  the  time  of  donation, 
the  young  cells  being  retained  for  subsequent  transfusion  use,  the 
older  cells  being  immediately  returned  to  the  donor. 

Because  the  young  cells  should  persist  longer  in  the  circula- 
tion after  infusion,  the  investigators  feel  that  the  technique 
will  reduce  by  half  the  number  and  frequency  of  transfusions 
required.     This,  in  turn,  would  significantly  reduce  the  iron 
burden  imposed.     Although  currently  being  evaluated  in  patients 
with  Cooley's  anemia,  the  new  procedure  should  also  be  of  benefit 
in  severe  sickle  cell  disease,  aplastic  anemia,  or  other  transfu- 
sion-dependent conditions. 

To  combat  the  iron  overloading  that  occurs  in  Cooley's  and 
other  transfusion-dependent  anemias,  investigators  have  been 
seeking  effective  chelating  agents,  which  combine  with  iron 
compounds  to  form  complexes  more  readily  excreted  by  the  kidneys. 
One  of  the  best  iron  chelators  is  desferrioxamine.     However,  its 
effectiveness  has  been  limited  by  its  rapid  excretion  after 
infusion,  much  of  it  being  cleared  before  it  has  chelated  any 
iron. 


Earlier  studies  had  demonstrated  that  slow  subcutaneous  ad- 
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ministration  of  desf errioxamine  by  means  of  a  small  clockwork 
pump  enhanced  the  iron-chelating  effectiveness  of  the  drug. 
More  recently,  investigators  have  found  that  incorporating  the 
drug  into  red  cell  ghosts,  which  were  then  administered  by  slow 
intravenous  infusion,  made  the  drug  still  more  effective. 

The  red" cell  ghosts  employed  as  drug  carriers  in  this  study 
were  essentially  membranous  sacs  from  which  most  of  the  original 
contents  had  been  removed  and  replaced  by  desf errioxamine,  after 
which  the  membranes  were  chemically  "resealed"  prior  to  infusion. 
Though  the  drug-laden  ghosts  are  themselves  cleared  fairly  rapidly 
from  the  circulation,  they  persist  longer  than  the  free  drug. 
Moreover,  they  are  culled  from  the  circulation  by  reticuloendo- 
thelial cells — themselves  a  major  repository  of  excess  iron — and 
so  continue  chelating  to  the  very  end. 

Compared  with  subcutaneously  administered  desf errioxamine, 
the  drug-laden  ghosts  more  than  doubled  the  patients'  iron  excre- 
tion (mean  increase:     119  percent;  range:     7  to  379  percent). 
In  some  patients  with  very  severe  iron  overloading,  urinary  iron 
excretion  approached  the  theoretical  maximum  possible  with  the 
doses  of  desferrioxamine  administered.    Also  noteworthy  were  the 
high  rates  of  iron  excretion  achieved  among  patients  with  relatively 
modest  iron  overloads.     Such  patients  usually  respond  poorly  to 
chelation  therapy,  and  it  is  in  such  patients  that  the  investigators 
feel  the  new  technique  will  be  most  useful. 

Other  research  is  concerned  with  developing  safe,  accurate 
methods  for  the  prenatal  detection  of  SCD  or  Cooley's  anemia  in 
fetuses  at  risk.     SCD  can  be  detected  prenatally  by  analysis  of 
a  blood  sample  taken  from  the  fetus  in  the  womb,  but  the  sampling 
procedure  involves  some  hazard  to  the  fetus.     Recent  approaches 
to  the  problem  entail  using  cell  fusion  techniques  and  enzymes 
called  restriction  endonucleases  to  map  the  structure  of  genes 
controlling  hemoglobin  synthesis.     The  same  enzymes  can  be  used 
to  obtain  DNA  fragments  for  analysis  to  determine  whether  the 
DNA  is  abnormal.     With  these  techniques,  genetic  abnormalities 
of  hemoglobin  synthesis  can  sometimes  be  detected  in  fibroblasts 
in  the  amniotic  fluid. 

Fetal  hemoglobin  transports  oxygen  as  efficiently  as  normal 
adult  hemoglobin  does,  but  it  does  not  have  the  beta  chain  that 
causes  problems  in  SCD  and  Cooley's  anemia.     Thus,   if  fetal 
hemoglobin  synthesis  could  be  stimulated  and  maintained  in  patients 
with  either  disease,  most  of  the  associated  clinical  problems 
could  be  prevented  or  greatly  ameliorated. 

Recombinant  DNA,  molecular  cloning,  and  cell  transformation 
techniques  are  being  employed  in  attempts  to  isolate  alpha, 
beta,  and  gamma  globin  genes  for  study  under  defined  conditions. 
By  doing  so,  the  scientists  hope  to  learn  how  the  gamma  globin 
gene  of  fetal  hemoglobin  is  "turned  off"  and  the  beta  globin  gene 
of  adult  hemoglobin  is  "turned  on" — and  how  they  may  perhaps 
induce  the  reverse. 
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Patients  with  transfusion-dependent  anemias  or  hemophilia 
are  at  high  risk  of  hepatitis  transmitted  via  the  blood  and 
blood  products  required  in  the  treatment  of  these  conditions. 
Unfortunately,  available  methods  of  identifying  hepatitis  carriers 
among  potential  donors  have  their  limitations  and,  at  present, 
there  is  no  effective  means  of  removing  the  virus  from  whole 
blood  or  from  most  blood  products. 

However,  a  vaccine  against  hepatitis  B  has  been  developed  by 
Merck,  Sharp  and  Dohme  Research  Laboratories  and  has  shown  consid- 
erable promise  in  a  recently  completed  clinical  trial.  The 
subjects  were  male  homosexuals,  whose  risk  from  hepatitis  was  10 
to  15  times  that  of  the  general  population.     Approximately  half 
the  subjects  received  three  doses  of  the  vaccine,  the  first  two 
shots  given  a  month  apart,  the  third  after  six  months.  The 
control  group  received  placebo  injections. 

In  the  vaccination  group,  70  percent  had  developed  antibodies 
to  hepatitis  B  after  two  months  and  96  percent  by  the  .final 
vaccination.     Though  14  of  the  549  vaccinated  subjects  developed 
hepatitis,  all  but  3  cases  developed  soon  after  the  subjects  were 
vaccinated,  before  full  immunity  had  time  to  develop.     Of  the 
three  subjects  who  developed  hepatitis  after  receiving  the  complete 
three-shot  regimen,  none  had  shown  an  antibody  response  to  the 
vaccine.     In  contrast,  among  534  placebo-treated  controls  there 
were  73  cases  of  hepatitis. 

In  this  study  the  vaccine  was  adjudged  92  percent  effective. 
Additional  studies  are  still  in  progress  among  patients  and 
staff  members  at  dialysis  centers,  where  the  threat  of  hepatitis 
is  also  high. 
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National  Institute  of  Arthritis ,  Metabolism,  and  Digestive  Diseases 

Inborn  errors  of  metabolism  refer  to  a  group  of  genetic  dis- 
orders characterized  by  abnormalities  in  body  metabolism,  which 
in  many  cases  result  from  an  absence  of,  or  in  some  cases  alterations 
in,  the  activity  of  enzymes  governing  metabolic  steps  essential 
to  normal  body  functions.     The  expression  of  the  altered  enzyme 
activities  can  lead  to  serious,  catastrophic  illness  that  results 
in  a  vast  spectrum  of  clinical  problems  including  severe  physical 
deformities,  mental  retardation,  and  premature  death.  Through 
NIAMDD  support,  studies  are  underway  in  the  intramural  program,  and 
universities  and  medical  centers  around  the  country,  to  define 
specifically  a  number  of  these  metabolic  aberrations,  including 
cystic  fibrosis, 1  Lesch-Nyhan  syndrome,  glycogen  storage  diseases, 
cystinuria,  and  gout,  and  to  develop  suitable  methods  of  treatment 
and  prevention  for  these  and  for  the  broad  family  of  genetic 
disorders. 

Severe  Combined  Immunodeficiency  Disease.    NIAMDD  grantees 
are  studying  the  role  that  adenosine  deaminase  (ADA)  and  other 
enzymes  play  in  severe  combined  immunodeficiency  disease,  a 
disorder  characterized  by  extreme  susceptibility  to  viral  and 
bacterial  infection  due  to  a  defect  in  the  immune  response. 

Some  patients  with  this  disorder  lack  ADA,  an  enzyme  neces- 
sary for  the  normal  metabolism  of  adenosine.     Without  ADA,  adeno- 
sine accumulates  in  plasma,  damaging  lymphatic  cells  and  resulting 
in  an  impaired  immune  response. 

Drs.  Michael  Hershfield,  Nicholas  M.  Kredich,  and  colleagues 
at  Duke  University  Medical  Center  have  shown  that  increased 
levels  of  adenosine  correspond  to  an  elevation  in  levels  of  a 
reaction  product  of  adenosine  and  another  substance,  L-homocysteine , 
called  S-adenosylhomocysteine .     This  reaction  product  inhibits 
adenosine  metabolism,  which  in  turn  results  in  an  inhibition  of 
cell  growth.     This  new  finding  may  provide  a  useful  approach  to 
chemotherapy  for  disorders  in  which  cell  growth  must  be  suppressed, 
such  as  viral  infections  and  cancer. 

In  investigations  at  New  York  State  Kidney  Institute,  grantee 
Dr.  William  P.  Shrader  and  colleagues  are  studying  a  protein 
which,   in  combination  with  ADA,  yields  the  active  form  of  the 
enzyme.     This  discovery  may  help  to  explain  why  some  children 
with  severe  combined  immunodeficiency  disease  have  apparently 
normal  levels  of  ADA.     In  such  cases,  the  loss  of  the  special 
combining  protein,  which  activates  ADA,  might  account  for  the 
disruption  of  the  normal  immune  response.     Investigators  have 
developed  a  way  to  isolate  this  protein  from  human  plasma  in 
sufficient  quantity  to  further  study  this  aspect  of  the  disease 


A  separate  report,  "Cystic  Fibrosis,"  describes  NIH  research  on 
this  inherited  disorder. 
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mechanism. 

New  Metabolic  Disorder  Identified.      At  Mount  Sinai  School 
of  Medicine,  Dr.  Gerald  E.  Gaull  and  his  colleagues  have  identified 
a  new  metabolic  disorder  characterized  by  the  accumulation  of  an 
excess  of  the  amino  acid  methionine.    The  accumulation  is  not 
due  to  a  deficiency  in  the  enzyme  methionine  adenyltransf erase . 
Investigators  are  exploring  the  possibility  that  the  disorder  is 
caused  by  a  defect  in  polyamine  metabolism. 

Heritable  Disorders  of  Mucopolysaccharide  Storage.     Dr.  Mark  E. 
Haskins  and  colleagues  at  the  University  of  Pennsylvania,  in 
collaboration  with  Dr.  Robert  J.  Desnick  and  associates  at  Mount 
Sinai  School  of  Medicine,  are  developing  a  colony  of  cats  that 
can  be  used  as  animal  models  in  the  study  of  mucopolysaccharidosis 
I  (MPS  I)  and  mucopolysaccharidosis  VI  (MPS  VI).     They  are  study- 
ing the  biochemical  and  pathological  aspects  of  these  diseases. 

In  most  instances,  these  and  other  heritable  disorders  of 
mucopolysaccharide  storage  are  due  to  the  absence  of  a  specific 
enzyme  needed  for  normal  mucopolysaccharide  breakdown. 

Human  MPS  I,  also  known  as  Hurler's  syndrome,  is  caused  by 
an  alpha-L-iduronidase  enzyme  deficiency.     It  is  characterized 
by  skeletal  deformities  and  severe  mental  retardation.  Human 
MPS  VI  is  caused  by  an  arylsulf atase  B  enzyme  deficiency  and 
results  in  severe  skeletaJL  deformities  and  gross  corneal  opacity. 

Investigations  are  focused  on  defining  the  clinical  pathology 
of  these  diseases,  the  biochemical  basis  of  the  enzyme  defect, 
and  effective  therapy.     Animal  models  provide  opportunities  for 
research  on  direct  enzyme  therapy  and  other  enzyme  replacement 
techniques. 

Dr.  Elizabeth  Neufeld  and  associates  in  NIAMDD's  Genetics 
and  Biochemistry  Branch  are  also  continuing  to  study  the  heritable 
diseases  of  mucopolysaccharide  storage. 

Although  most  of  these  disorders  are  caused  by  an  enzyme  de- 
ficiency, the  biochemical  abnormality  is  different  in  I-cell 
disease,  a  rare  disorder  associated  with  severe  retardation  of 
physical  and  mental  growth.     In  this  unusual  condition,  enzymes 
are  present  but  in  the  wrong  location:     outside  the  cells  in 
body  fluids,  rather  than  within  lysosomes  (the  cellular  organelles 
in  which  mucopolysaccharides  are  normally  broken  down).  The 
molecular  difference  between  normal  enzymes,  which  can  be  intro- 
duced into  lysosomes,  and  enzymes  of  I-cell  patients,  which 
cannot,  is  of  interest  to  basic  cell  biology  as  well  as  important 
for  therapeutic  attempts  at  enzyme  replacement,  and  has  potential 
applications  in  drug  delivery. 

In  another  study  in  the  Genetics  and  Biochemistry  Branch, 
Dr.  Michael  A.  Zasloff  is  conducting  investigations  on  fibrodys- 
plasia  ossificans  proqressiva,  an  autosomal  dominant  disorder  in 
which  bone  forms  within  connective  tissue  that  surrounds  skeletal 
muscle.     Studies  are  focused  on  the  basic  cellular  defect,  the 
natural  history  of  the  disease,  and  therapeutic  intervention. 
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National  Institute  of  Neurological  and  Communicative  Disorders  and  Stroke 

More  than  500  hereditary  diseases  affect  the  central  nervous 
system.     Most  of  these  are  chronic  and  progressive;  over  long 
periods  of  time,  almost  all  are  fatal.     The  NINCDS  has  a  major 
responsibility  for  research  in  neurogenetics,  and  is  conducting 
a  vigorous  program  in  this  area.     The  research  is  focused  mainly 
on  diagnosis  and  treatment  of  heritable  enzyme  deficiency  diseases, 
such  as  Gaucher's  disease  and  Tay-Sachs  disease,  and  on  the  study 
of  hereditary  movement  disorders  such  as  Huntington's  disease, 
the  cerebellar  ataxias,  and  torsion  dystonia.     Inherited  neuro- 
muscular diseases  such  as  muscular  dystrophy  are  also  being 
studied. 

Promising  results  have  been  obtained  from  enzyme  replacement 
therapy  in  Gaucher's  disease  and  Fabry's  disease.     NINCDS-  researchers 
have  discovered  a  procedure  for  temporarily  opening  the  blood-brain 
barrier — a  protective  biochemical  barrier  that  prevents  large 
molecules  from  entering  the  brain's  nerve  cells.     The  enzyme 
molecules  that  are  missing  in  Tay-Sachs  and  Niemann-Pick  diseases 
and  that  researchers  must  replace  are  more  than  ten  times  too  large 
to  pass  through  the  blood-brain  barrier  unassisted.     By  injecting 
hypertonic  solutions  of  mannitol  or  arabinose  into  the  carotid 
arteries,  scientists  have  opened  the  barrier  long  enough  to  give 
the  injected  enzymes  time  to  penetrate  the  brain.  Scientists 
have  also  identified  the  nerve  cell  membrane  receptor  sites  that 
make  possible  the  uptake  of  the  enzyme  by  the  involved  cells. 
This  work  has  important  implications  for  the  eventual  treatment 
of  a  large  number  of  heritable  enzyme  deficiency  diseases  that 
affect  the  central  nervous  system. 

A  number  of  patients  with  Gaucher's  disease  who  have  been 
injected  with  the  enzyme  they  lack  appear  to  have  benefited 
clinically  from  enzyme  replacement.     If  these  effects  are  sub- 
stantiated in  further  trials,  the  accomplishment  will  prove  to 
be  a  major  advance  in  the  treatment  of  inherited  metabolic  dis- 
orders . 

NINCDS  has  made  substantial  progress  in  implementing  the 
recommendations  of  the  Commission  for  the  Control  of  Huntington's 
Disease  and  Its  Consequences.     Through  sponsorship  of  an  inter- 
national symposium  on  Huntington's  disease,  the  Institute  has 
helped  to  increase  interest  among  scientists,  as  reflected  in  a 
modest  increase  in  the  number  of  research  grants  in  this  area. 
Also,  the  Institute  has  awarded  a  contract  to  the  University  of 
Indiana  to  establish  a  research  roster  for  Huntington's  disease 
families.     Through  this  roster,  research  will  increase  because 
scientists  will  have  better  access  to  research  volunteers,  and 
families  will  be  able  to  participate  in  research  to  a  greater 
extent. 

Another  resource  which  will  speed  research  on  Huntington's 
disease  and  other  related  disorders  is  a  new  tissue  bank  at  the 
McLean  Hospital  near  Boston.     A  similar  tissue  bank  has  already 
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been  established  at  the  Veterans  Administration  Wadsworth  Hospital 
in  Los  Angeles. 

In  Fiscal  Year  1980,  NINCDS  awarded  two  grants  for  Centers 
Without  Walls  at  The  Johns  Hopkins  and  Harvard  Universities 
(another  HD  Commission  recommendation)  to  increase  collaboration 
among  HD  researchers  and  facilitate  contacts  with  patients. 

A  collaborative  research  project  with  Venezuelan  investi- 
gators is  now  in  the  planning  stage.    This  project  will  involve 
study  of  a  genetically  special  population  of  HD  families  in 
Venezuela  and  may  possibly  lead  to  the  identification  of  a 
homozygote  for  the  disease  if  such  exists. 

The  Institute  has  also  awarded  a  grant  to  the  Hereditary 
Disease  Foundation  for  a  series  of  interdisciplinary  workshops 
on  HD  and  related  neurogenetic  disorders,  another  Commission 
recommendation . 

NINCDS  has  acted  vigorously  to  realize  the  Huntington's 
Disease  Commission  recommendations,  viewing  its  actions  as  part 
of  a  larger  effort  to  develop  research  on  the  neurological  dis- 
orders of  aging.    Over  4  million  people  are  estimated  to  be 
affected  by  Alzheimer's  disease  and  related  disorders.  Research 
in  this  area  is  far  from  commensurate  with  the  staggering  human 
and  financial  costs  of  these  dread  diseases.    A  major  push  to 
increase  research  is  thus  long  overdue.  p 
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National  Institute  of  Allergy  and  Infectious  Diseases 

Several  categories  of  genetic  diseases  are  of  particular  con- 
cern to  the  National  Institute  of  Allergy  and  Infectious  Diseases 
(NIAID).    These  include  genetic  disorders  of  the  complement  sys- 
tem, principally  hereditary  angioedema,  and  some  of  the  immune 
deficiency  disorders.     NIAID  interests  also  encompass  studies  on 
the  inheritance  patterns  of  allergies  and  asthma.     In  a  much 
broader  sense,  the  NIAID  is  also  intensely  concerned  with  the  new 
science  of  immunogenetics/  which  studies  the  genetic  basis  of 
immunologic  function,  including  antibody  genes,  histocompatibil- 
ity genes,  and  the  proteins  they  produce. 

Hereditary  angioederaa  (HAE),  transmitted  as  an  autosomal  dom- 
inant trait,  is  characterized  by  episodic  swellings  of  various 
body  sites — typically  the  face,  the  limbs,  or  most  seriously,  the 
throat.     HAE  is  caused  by  insufficient  or  inactive  CI  inhibitor 
(CI  INH),  a  protein  constituent  of  the  complement  system  normally 
found  in  the  blood.     Previous  research  by  NIAID  intramural  scien- 
tists and  grantees  has  shown  that  certain  drugs,  if  taken  prophy- 
lactically,  can  prevent  HAE  attacks.     However,  no  drug  has  been 
found  to  reverse  HAE  attacks  in  progress. 

Recently  NIAID  scientists  developed  a  new  emergency  treatment 
for  acute  HAE  attacks.     They  purified  human  CI  INH  from  plasma  and 
developed  a  freeze-dried  preparation  that  can  be  immediately  re- 
constituted for  emergency  infusion.     All  patients  tested  had 
marked  abatement  of  HAE  symptoms  and  no  untoward  side  effects. 
In  conjunction  with  the  Red  Cross  Blood  Research  Center,  larger 
quantities  of  pure  CI  INH  are- being  made  available  for  hospital 
use. 

Although  many  immune  deficiencies  result  from  functional 
changes  in  the  immune  system,  there  are  at  least  two  dozen  syn- 
dromes that  have  a  genetic  basis.     Severe  combined  immune  defi- 
ciency (SCID)  appearing  with  an  enzyme  abnormality  known  as  ADA 
(adenosine  deaminase)  deficiency  is  one  of  them.     This  disorder 
(SCID  ADA-)  is  inherited  as  an  autosomal  recessive  trait.  Un- 
treated young  patients  usually  die  of  overwhelming  infections 
before  they  reach  two  years  of  age. 

For  several  years,  a  group  of  NIAID  grantees  have  been  study- 
ing SCID  with  ADA  deficiency.     They  have  made  great  strides  in 
understanding  the  metabolic  defects  that  underlie  this  disorder 
and  in  developing  useful  strategies  for  treating  patients. 

These  researchers  have  demonstrated  that  enzyme  replacement 
therapy,  in  the  form  of  red  cell  transfusions,  leads  to  improved 
lymphocyte  immune  function  in  some  SCID  ADA-  patients.  Normal 
red  blood  cells  (RBC's)  are  a  rich,  natural  source  of  ADA ,  and 
the  infused  RBC's  supply  ADA  that  patients*  cells  fail  to  make. 

Several  NIAID  grantees  are  studying  the  mechanisms  and  out- 
comes of  dysgammaglobulinemias — immune  deficiency  diseases  char- 
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acterized  by  low  or  absent  levels  of  immunoglobulin  G,  the  prin- 
cipal class  of  antibody  in  the  blood.    Some  grantees  are  studying 
these  disorders  in  humans,  particularly  in  relation  to  their  re- 
sponse to  infections,  but  others  rely  on  animal  models. 

One  grantee  has  developed  an  inbred  line  of  chickens  with 
inherited,  delayed  dysgammaglobulinemia  accompanied  by  autoimmune 
tissue  damage.     This  model  closely  corresponds  to  the  situation 
found  in  human  "late  onset"  immune  deficiency  states,  and  it  may 
help  explain  how  genetically  programmed  imbalances  of  immune 
regulation  may  lead  to  depressed  immunity  to  external  agents 
and  enhanced  immune  responses  directed  against  internal  body 
tissues. 

Other  NIAID-supported  scientists  are  studying  primary  immuno- 
deficiency diseases,  including  the  Chediak-Higashi  syndrome, 
Nezelof's  syndrome,  and  chronic  mucocutaneous  candidiasis. 

Several  family  and  population  studies  have  been  gathering 
data  on  genetic  factors  in  allergic  disease.     Current  evidence 
points  to  the  existence  of  a  gene,  not  linked  to  the  major  his- 
tocompatibility complex,  that  governs  general  levels  of  immuno- 
globulin E  (IgE),  the  so-called  "allergic  antibody."     IgE  triggers 
many  kinds  of  allergic  symptoms.     Theoretically,  high  levels 
would  predispose  a  person  to  allergies  but  low  levels  would  not. 
More  work  is  needed  to  determine  exactly  how  environment  and 
genetic  make-up  combine  to  produce  allergic  disease. 

In  October  of  1980,  a  Nobel  Prize  was  awarded  to  three  im- 
munologists  for  their  work  demonstrating  the  existence  of  immune 
response  genes  and  specific  tissue  type  (histocompatibility)  genes 
Most  of  this  basic  research  was  supported  by  the  NIAID  and  the  NCI 

Histocompatibility  genes  code  for  cell  markers  that  distin- 
guish self  from  non-self,  and  that  act  as  recognition  signals  for 
certain  immune  responses.     The  human  histocompatibility  genes  are 
known  as  the  "HLA  complex." 

Much  work  supported  by  the  NIAID  seeks  to  discover  just  how 
the  different  histocompatibility  and  immune  response  genes  affect 
body  function  and  dysfunction.     Special  emphasis'  is  placed  on  the 
association  of  specific  HLA  types  with  the  development  of,  or  the 
predisposition  to,  diseases  such  as  rheumatoid  arthritis,  Reiter's 
syndrome,  juvenile  onset  diabetes,  and  systemic  lupus  erythema- 
tosus.    Such  studies  are  beginning  to  yield  information  about  the 
causes,  diagnosis,  and  possible  control  of  formerly  puzzling  con- 
ditions, and  they  offer  new  opportunities  for  assessing  the  role 
of  genetic  factors  in  the  late  onset  ailments  of  man. 
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National  Institute  of  Child  Health  and  Human  Development 

The  goal  of  the  genetics  research  program  of  the  NICHD  is  to 
prevent  congenital  defects.     To  accomplish  this,  the  Institute 
supports  research  to  learn  how  and  why  congenital  defects  occur 
and  to  develop  methods  to  prevent,  alleviate,  or  treat  them. 

The  NICHD  defines  congenital  defects  as  all  inborn  structural, 
functional,  and  biochemical  anomalies  found  in  the  human  organism 
that  are  initiated  prior  to  birth  or  shortly  thereafter  and  that 
cause  immediate  or  delayed  abnormality.    Abnormal  development 
can  be  caused  by  genetic  makeup,  environmental  factors,  or  lifestyle. 
Most  often,  developmental  defects  result  from  a  combination  of 
these  factors.     The  difficulty  of  identifying  specific  teratogenic 
causes  is  underscored  by  the  fact  that  the  etiology  of  65  to  70 
percent  of  congenital  defects  remains  unknown. 

The  NICHD  is  in  a  unique  position  to  support  a  research  pro- 
gram in  genetic  disorders  because  its  research  focus  is  on  devel- 
opment, beginning  with  maturation  of  sperm  and  egg  cells,  followed 
by  fertilization,  and  embryonic,  fetal,  and  child  development. 
This  approach  facilitates  the  accumulation  of  baseline  information 
on  the  mechanisms  and  regulatory  controls  of  normal  development, 
as  well  as  the  identification  of  aberrations  from  the  process  at 
specific  developmental  periods. 

Developmental  Biology.     Human  development  proceeds  from  a 
single  cell;  subsequent  cell  aggregates  and  organ  systems  are 
derived  from  repeated  cellular  divisions.     Research  supported 
by  the  NICHD  focuses  on  cell-to-cell  communications  essential 
for  the  migration,  interaction,  and  alignment  of  cells  into  organ 
structures.     Emphasis  is  placed  on  cell  receptors  (found  on  cell- 
ular membranes)  necessary  for  the  intercellular  communication 
process.     Studies  on  intercellular  communication  extend  our  under- 
standing of  how  developing  individuals  attain  structural  and 
functional  characteristics  that  are  remarkably  similar  to  those 
of  their  parents  or  other  forebears. 

Such  an  understanding  is  aided  by  studies  on  cell  differentia- 
tion.    For  example,   investigations  are  underway  to  determine 
when  and  how  cells  become  committed  to  differentiation  and  special- 
ization— how  they  are  singled  out  for  a  given  function,  e.g.,  prod- 
uction of  proteins  (enzymes,  hormones,  etc.),  formation  of  soft 
tissues  (body  organs)  or  bone  and  cartilage,  circulation  (blood 
cells),  contraction  (muscle  cells),  oxygen  transport  (red  blood 
cells),  antibody  production  (white  blood  cells),  and  neurotrans- 
mission (cells  of  the  central  nervous  system). 

Developmental  Genetics.     Underlying  all  development  are  the 
mechanisms  that  control  expression  of  genes.     It  is  generally 
held  that  each  cell  of  an  organism  contains  all  the  genetic  infor- 
mation necessary  for  development  of  the  entire  organism  but  that 
in  specialized  cells  of  tissues  and  organs  only  certain  genes  are 
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expressed.     Expression  of  specific  genes  into  cell-specific  pro- 
teins determines  cellular  characteristics.    Regulation  of  gene 
expression  during  development  is  of  interest,  therefore,  to  a 
number  of  NICHD-supported  investigators,  and  such  studies  comprise 
a  significant  portion  of  the  intramural  program  of  NICHD. 

It  has  become  clear,  however,  that  identification  of  gene 
function  does  not  immediately  produce  an  understanding  of  develop- 
ment.    There  is  much  yet  to  be  learned  about  the  processes  control- 
ling the  temporal  and  spatial  deployment  of  gene  products,  as 
well  as  the  changes  produced  in  their  function  by  the  internal 
environment  of  the  developing  organism.     Research  in  these  areas 
must  remain  a  high  priority  in  order  to  gain  concrete  knowledge 
of  the  causes  of  malformations  in  humans.    Of  special  interest 
is  the  onset  of  gene  control  in  the  developing  embryo.     In  various 
animal  models,  the  initial  events  following  fertilization  appear 
to  be  under  the  control  of  maternal  factors  rather  than  those 
inherent  in  the  embryo.     Paternal  factors  appear  to  have  little 
impact  at  this  stage.     The  contributions  of  maternal  and  other 
factors  to  later  development  must  be  clarified.     The  key  to 
understanding  clearly  appears  to  be  a  developmental  approach. 

Congenital  Defects.     Superimposed  upon  a  strong  program  of 
normal  developmental  biology  and  developmental  genetics  is  one 
that  focuses  on  the  aberrations  in  development  resulting  in 
birth  defects.     Birth  defects  have  been  ascribed  to  both  genetic 
and  environmental  conditions,  but  most  are  seen  to  stem  from  an 
interaction  of  the  two  factors  and  are  termed  multifactorial. 

Epidemiologic  approaches  are  used  to  separate  genetic  from 
environmental  factors  leading  to  congenital  defects.     This  scheme 
allows  scientists  to  assess  the  role  of  the  man-made  environment 
and  teratogens  in  causing  developmental  anomalies.  Identification 
of  specific  mutagenic  agents  causing  birth  defects  must  be  under- 
taken with  the  same  vigor  as  identification  of  carcinogenic 
agents  implicated  in  malignancies.     Clinical  studies  are  pursued 
to  identify  genetic  markers  associated  with  developmental  aberra- 
tions, whether  the  anomalies  are  biochemical  as  in  diabetes 
mellitus  and  sickle  cell  anemia,  functional  as  in  mental  retarda- 
tion and  hearing  loss,  or  structural  as  in  cleft  palate  or  spina 
bifida. 

The  NICHD  Approach.     Both  major  components  of  the  NICHD' s 
extramural  research  program — the  Center  for  Research  for  Mothers 
and  Children  (CRMC)  and  the  Center  for  Population  Research  (CPR) 
— have  an  interest  in  genetics  and  teratology.     Their  combined 
research  provides  the  framework  needed  to  sustain  and  expand 
studies  of  congenital  defects.    The  Genetics  and  Teratology 
Section  of  the  Clinical  Nutrition  and  Early  Development  Branch, 
CRMC,  supports  studies  of  both  normal  and  abnormal  development, 
combining  the  basic  disciplines  of  developmental  biology,  genetics 
and  teratology  with  clinical  studies,  population  genetics,  and 
behavioral  teratology.     It  focuses  on  all  developmental  defects 
but  especially  on  congenital  malformations.     The  developmental 
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periods  from  conception  through  early  childhood  are  of  particular 
interest.     The  section  supports  studies  of  inborn  structural, 
functional  and  biochemical  defects  found  in  the  human  organism, 
and  it  encourages  the  investigation  of  phylogenetic,  ontogenetic, 
and  evolutionary  genetics  when  these  approaches  are  essential  to 
understanding  human  health  problems. 

The  Mental  Retardation  and  Developmental  Disabilities  Branch, 
CRMC,  focuses  on  the  biochemical  and  metabolic  components  of  in- 
born errors  of  metabolism,  as  well  as  on  the  genetic  background 
that  controls  their  expression.     Cytogenetic  studies  are  also 
stressed,  with  emphasis  on  Down  syndrome.     Somatic  cell  hybridiz- 
ation and  gene  mapping  studies  are  also  supported. 

The  Reproductive  Sciences  Branch,  CPR,  supports  investigation 
of  the  development  of  the  reproductive  system  to  permit  a  better 
understanding  of  the  mechanisms  associated  with  gametogenesis , 
and  to  identify  the  contributions  to  growth  and  differentiation 
that  gametes  bring  to  the  process  of  fertilization.     A  better 
understanding  of  the  nurturing  environment  of  the  reproductive 
system  can  be  achieved  through  knowledge  of  the  endocrine  controls, 
physiology,  and  metabolism  to  which  the  developing  gamete  and 
embryo  are  exposed. 

Research  Highlights.     Classical  twin  studies  of  both  monozy- 
gotic and  dizygotic  twins  are  being  used  to  investigate  the 
causes  of  variations  in  genetic  traits.     A  half-sib  model,  involv- 
ing the  children  of  identical  twins  and  their  spouses,   is  being 
used  to  study  many  important  genetic  and  environmental  parameters 
and  to  evaluate  maternal  factors.     Other  studies  will  focus  on 
medically  significant  traits  such  as  birth  defects,  causes  of 
fetal  wastage,  normal  growth  and  development,  genetic  control 
of  the  normal  immune  response,  psychological  traits,  and  the  child- 
hood antecedents  of  adult  disease. 

Remarkable  advances  are  being  made  in  understanding  gene  con- 
trol of  mammalian  development.     Unique  mouse  models,  with  mutant 
cell  lines  that  contain  defects  found  in  humans,  have  been  developed 
for  studying  human  genetic  disease.     These  animal  models  hold 
great  promise  for  the  study  of  human  genetic  disease,  as  well  as 
of  normal  and  abnormal  development. 

The  role  of  hereditary  and  environmental  factors  in  abnormal 
development  is  being  studied  in  the  limb  bud.     This  system  is 
used  because  the  limb  is  especially  sensitive  to  teratogenic 
influences,  particularly  to  environmental  agents,  as  illustrated 
by  the  thalidomide  tragedy  of  10  years  ago.     Other  systems  studied 
are  the  lung  and  brain.     In  each  case,  emphasis  is  on  the  genetic 
and  environmentally  produced  morphogenesis,  biosyntheses ,  and 
interdependence  of  developmental  processes  which  could  lead  to 
abnormalities  of  the  developing  organs  or  body  structures  in 
question. 

A  promising  new  test  for  use  in  newborns  with  ambiguous 
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genitalia  has  been  developed  by  NICHD  grantees.     The  test  identi- 
fies a  male  factor  which  sometimes  is  attached  to  a  chromosome 
other  than  the  usual  Y.     This  hidden  "male"  antigen  has  been 
called  the  H-Y  antigen  and  may  derive  from  a  mutation  of  an  acci- 
dental transfer  of  genes  between  chromosomes. 

An  NICHD-funded  investigator  has  developed  a  method  to  recognize 
individuals  with  cystic  fibrosis,  carriers,  and  normals  by  identi- 
fying a  cystic  fibrosis  protein.     Further  study  is  needed  to 
insure  that  the  method  can  be  reproduced  and  that  the  protein  is 
unique  to  individuals  with  cystic  fibrosis  before  it  can  be  used 
for  screening.     The  investigator  is  also  working  on  an  approach 
to  the  antenatal  diagnosis  of  cystic  fibrosis. 

Approximately  2.5  per  thousand  newborn  males  have  sex  chromo- 
somal aneuploidy.     Surveys  from  mental  and  penal  institutions  and 
psychiatric  clinics  indicate  a  3-  to  20-fold  increase  in  the 
frequency  of  this  abnormality  among  these  populations  as  compared 
to  the  frequency  in  the  newborn  population  as  a  whole.     An  NICHD- 
supported  scientist  is  doing  a  longitudinal  study  of  male  newborns 
with  sex-chromosomal  aberrations  to  determine  if  this  population 
is  at  high  risk  for  developing  mental  retardation,  perceptual 
problems,  psychopathology ,  and  growth  abnormalities.     The  study 
will  attempt  to  identify  the  nature  and  time  of  onset  of  symptoms 
if  abnormalities  occur.     Current  2-  to  5-year  follow-up  of  17 
males  discloses  no  major  disabilities  in  physical,  intellectual, 
or  emotional  growth,   i.e.,  no  increased  risk  for  grossly  abnormal 
development  in  the  early  years.     Assessment  of  these  developmental 
parameters  will  continue  into  the  school  years  and  through  puberty. 

NICHD-supported  investigators  have  observed  that  the  extra 
chromosome  associated  with  Down  syndrome  is  not  always  contributed 
by  the  mother  as  previously  thought.     Their  data  indicate  that 
in  23  percent  of  cases  studied  the  father  was  the  source  of  the 
extra  chromosome.     With  further  research,  they  will  seek  to  deter- 
mine if  the  incidence  of  Down  syndrome  rises  along  with  paternal 
age. 

Scientists  supported  by  the  NICHD  are  continuing  studies  on 
the  "fragile  X  syndrome,"  a  genetic  disorder  so  named  because  it 
appears  under  the  microscope  as  a  defect  in  the  X  chromosome, 
one  of  two  chromosomes  in  each  cell  that  determines  gender. 
Early  surveys  show  that  2  to  3  percent  of  all  males  in  institutions 
for  the  retarded  suffer  from  the  defect,  making  it  the  second  most 
common  cause  of  mental  retardation  known.     The  full  clinical 
picture  of  the  syndrome  and  its  variants  needs  to  be  elucidated. 
Prenatal  detection  of  the  syndrome  needs  improvement,  and  a  way 
must  be  found  to  identify  women  carrying  the  abnormal  X  chromosome 
so  that  a  genetic  counseling  program  can  be  implemented. 

The  foregoing  accomplishments  are  made  possible  by  advances 
in  basic  genetic  and  cytogenetic  research  supported  by  the  Insti- 
tute and  other  sources.     To  further  this  work,  the  Institute  has 
initiated  contracts  to  expedite  transfer  of  the  technology 


461 


involved.     An  automated  chromosome  preparation  and  karyotyping 
device  has  been  developed  under  contract  and  is  now  undergoing 
field  testing.     When  operational,  the  system  will  reduce  the 
cost  of  cytogenetic  diagnosis,  expand  genetic  services  to  consumers, 
and  permit  broad-scale  studies  of  cytogenetic  disorders.  Another 
contract,  in  its  final  year,  has  provided  for  the  development  of 
an  Interregional  Cytogenetic  Registry.     The  registry  has  developed 
uniform  procedures  for  recording  and  storing  clinical  and  cyto- 
genetic information  by  cytogenetic  laboratories.     Upon  completion, 
the  standards  and  procedures  will  permit  valid  studies  of  rare 
genetic  disorders,  expanded  epidemiologic  studies,  and  improved 
genetic  counseling.     Furthermore,   they  would  be  invaluable  in 
monitoring  the  genetic  effects  of  an  environmental  disaster. 

The  introduction  of  dietary  management  as  a  means  for  preven- 
ting the  brain-damaging  effects  of  phenylketonuria   (PKU)  has 
remarkably  reduced  the  damage  resulting  from  this  condition. 
The  question  as  to  when  the  diet  might  be  discontinued  is  being 
addressed  by  a  collaborative  effort  supported  by  the  Institute. 
Preliminary  findings  indicate  that  the  diet  can  be  discontinued 
at  age  six.     Since  dietary  management  was  introduced,  many  girls 
with  PKU  have  developed  normally  and  are  now  approaching  reproduc- 
tive age.     Research  is  needed  to  determine  if  these  women  should 
be  maintained  on  a  low  phenylalanine  diet  during  pregnancy  and, 
if  so,  at  what  level.     We  know  that  babies  born  of  PKU  mothers 
maintained  on  a  normal  diet  during  pregnancy  are  invariably  born 
mentally  retarded.     PKU  is  only  one  example  of  a  metabolic  disorder 
that  is  amenable  to  dietary  intervention. 
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National  Eye  Institute 

Seventy-five  thousand  Americans  are  now  blind  from  genetic 
diseases,  and  14,000  people  suffer  some  degree  of  visual  impairment 
from  these  disorders  each  year.     Genetic  diseases  may  cause  low 
vision  and  blindness  by  irreparably  damaging  the  retina,  the 
light-sensitive  tissue  at  the  back  of  the  eye,  or  by  causing 
clouding  of  the  cornea  or  the  lens,  the  normally  clear  tissues 
near  the  front  of  the  eye  which  focus  incoming  light  rays  to 
form  an  image  on  the  retina. 

In  the  past  year,  research  supported  by  the  National  Eye 
Institute  (NEI)  has  led  to  significant  progress  in  the  understanding 
and  development  of  a  treatment  for  hereditary  degenerations  of 
the  retina,  the  group  of  diseases  responsible  for  most  cases  of 
genetically  caused  blindness.     Retinitis  pigmentosa,  the  most 
common  of  the  disorders  in  this  group,  threatens  the  vision  of 
100,000  people  in  the  United  States  alone.     Medical  scientists 
have  been  unable  to  devise  rational  and  effective  treatments  for 
these  hereditary  retinal  degenerations  because  of  the  extreme 
difficulty  in  identifying  the  biochemical  and  cellular  events 
responsible  for  the  retinal  breakdown.     Now  NEI-supported  investi- 
gators* have  shown  that  one  of  these  diseases,  a  rare  disorder 
called  gyrate  atrophy  of  the  retina,   is  associated  with  a  specific 
enzyme  defect,  and  that  the  metabolic  abnormalities  caused  by 
this  defect  can  be  ameliorated  by  dietary  therapy.  Preliminary 
findings  suggest  that  the  new  dietary  treatment  may  preserve  or 
even  improve  visual  function  in  some  gyrate  atrophy  patients. 

In  a  related  series  of  studies,   investigators**  at  the  NEI 
and  the  University  of  Pennsylvania  are  testing  a  specific  biochem- 
ical therapy  in  animals  with  rod-cone  dysplasia.     This  is  a 
blinding  hereditary  disease  that  bears  a  striking  similarity  to 
retinitis  pigmentosa  and  may  represent  the  animal  counterpart  of 
the  human  disease.     If  the  new  treatment  works,   it  may  serve  as  a 
guide  to  devising  similar  therapies  for  the  various  forms  of 
retinitis  pigmentosa. 

Research  into  genetic  diseases  that  cause  clouding  of  the 
cornea  or  the  lens  has  also  progressed  in  the  past  year.  For 


*    The  investigators  responsible  for  this  work  are  Drs.  Muriel 
Kaiser-Kupf er ,  Luis  Del  Valle  and  Francisco  de  Monasterio  of 
the  NEI,  along  with  Drs.  David  Valle,  MacKensie  Walser  and 
Saul  Brusilow  of  Johns  Hopkins  University. 

**  Drs.  Gerald  Chader,  Yung-Pin  Liu  and  Paul  O'Brien  of  the  NEI, 
along  with  Dr.  Gustavo  Aguirre  of  the  University  of  Pennsyl- 
vania, have  played  a  major  role  in  these  studies. 
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instance,  NEI  intramural  researchers*,  working  in  collaboration 
with  an  investigator**  from  the  University  of  Iowa,  have  found 
that  a  specific  biochemical  defect  may  be  responsible  for  macular 
corneal  dystrophy,  a  rare  hereditary  disease  whose  victims  usually 
require  corneal  transplant  surgery  before  age  30. 

Although  macular  dystrophy  of  the  'cornea  is  uncommon,  the 
class  of  genetic  diseases  to  which  it  belongs — the  connective 
tissue  disorders — includes  many  serious  systemic  diseases.  It 
is  possible  that  studies  of  macular  corneal  dystrophy  and  related 
corneal  diseases  will  provide  scientists  with  an  opportunity  to 
test  enzyme  replacement  therapy  and  other  specific  biochemical  mea- 
sures that  may  be  applicable  to  the  treatment  of  a  variety  of 
connective  tissue  disorders.     Thus,  the  genetic  research  sponsored 
by  the  NEI  is  important  for  both  the  treatment  of  eye  disease 
and  the  development  of  therapies  that  may  be  applied  to  diseases 
affecting  other  parts  of  the  body. 


Drs.  John  Hassell,  David  Newsome  and  Merlyn  Rodrigues. 
**    Dr.  Jay  Krachmer. 


78-363  0-81-30 


464 


National  Institute  on  Aging 

A  knowledge  of  the  relationship  of  genetics  to  aging  and  lon- 
gevity is  necessary  for  a  full  understanding  of  why  organisms 
grow  old  and  die.     Scientists  are  investigating  a  number  of 
human  genetic  diseases  that  exhibit  features  of  premature  aging. 
These  disorders  are  used  as  models  for  studying  cellular,  molecular, 
and  genetic  aspects  of  aging,  since  the  loss  or  alterations  in  the 
structure  (and  dosage)  of  a  subset  of  genes  could  profoundly  change 
the  normal  developmental  patterns  and  enhance  aging  processes. 

The  genetic  diseases  of  interest  to  current  gerontological 
research  are  briefly  described  below. 

Progeria  is  a  rare,  and  possibly  autosomal  recessive  dis- 
order.    Individuals  suffering  from  this  disorder  exhibit  signs 
and  symptoms  which  resemble  precocious  senility.     These  patients 
frequently  die  from  coronary  artery  disease  before  10  years  of 
age . 

Werner's  syndrome,  an  autosomal  recessive  disease,   is  known 
as  the  progeria  of  adults.     The  patient  exhibits  features  which 
resemble  accelerated  aging,   including  arteriosclerosis,  osteopor- 
osis, cataracts  and  atrophy  of  the  skin. 

Patients  with  Down  syndrome  carry  an  extra  dose  of  chromo- 
some 21.     Therefore,   this  syndrome  is  also  known  as  trisomy-21. 
The  translocation  trimsomy-21  condition,  a  less  predominant  form 
of  Down  syndrome,   is  inherited.     Individuals  with  Down  syndrome 
show  many  features  which  resemble  accelerated  aging  with  cytological 
features  similar  to  senile  dementia  of  the  Alzheimer's  type. 

Another  autosomal  recessive  disorder  is  Xeroderma  pigmentosum, 
in  which  patients  lack  DNA  repair  enzymes.     Victims  of  this 
disease  are  sensitive  to  sunlight  and  develop  skin  cancer  at  an 
early  age.     Possible  changes  in  the  fidelity  of  repair  processes 
have  been  suggested  as  contributing  to  cellular  aging. 

Patients  with  Ataxia  telangiectasia,  a  recessive  genetic 
disorder,  show  radiation  sensitivity  to  chromosomal  breakage  due 
to  enzymatic  defect  in  DNA  repair.     Dilation  of  capillaries  in 
these  patients  leads  to  elevated  dark  red  wort-like  spots  on 
skin. 

Bloom's  syndrome  is  an  autosomal  recessive  disorder  charac- 
terized by  multiple  chromosome  breakage.     Patients  are  sensitive 
to  sunlight  and  exhibit  rashes,  especially  on  the  face.  Cultured 
cells  show  loss  of  proliferative  capacity  associated  with  chromo- 
somal damage. 

NIA-supported  investigators  are  trying  to  determine  1)  the 
genetic  makeup  of  chromosomes  involved  in  these  genetic  disorders; 
2)  the  possible  relationship  between  the  proliferative  capacity 
and  the  genetic  defect  of  skin  f ibroblast-like  cells  from  people 
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having  genetic  diseases;  and  3)  whether  cellular  DNA  repair  is 
altered  in  these  cells. 

At  the  University  of  Washington,  Seattle,  a  group  of  scien- 
tists headed  by  NIA  grantee  George  Martin  is  studying  the  actions 
of  genes  in  the  biology  of  aging.     One  of  the  objectives  of  this 
research  is  to  find  out  whether  changes  occur  in  the  fidelity  of 
DNA  replication  in  aged  cells.     Co-investigator  Larry  Loeb  has 
been  studying  DNA  synthesis  using  DNA  polymerases  (enzymes  involved 
in  the  formation  of  DNA)   isolated  from  fibroblasts  of  patients 
with  Werner's  syndrome  and  progeria. 

NIA  grantee  David  Patterson  of  the  University  of  Colorado, 
has  isolated  mutant  hamster  cells  that  are  defective  in  metabolizing 
purine  and/or  pyrimidine  (components  of  DNA).     His  studies  of 
human-hamster  cell  fusion  and  studies  of  human  cells,  both  normal 
and  those  from  patients  with  progeria  and  Alzheimer's  disease, 
may  allow  us  to  understand  the  regulation  of  biochemical  pathways 
of  purine  and  pyrimidine  metabolism  as  they  relate  to  normal  and 
disease-associated  aging  processes. 

In  addition,  Dr.  Patterson  is  studying  human  cells  having  dif- 
ferent doses  of  chromosome  21.     At  least  two  genes  concerned  with 
purine  synthesis  are  located  on  this  chromosome  as  well  as  a  gene 
for  superoxide  dismutase,  an  enzyme  which  controls  the  level  of 
free  radicals  in  cells.     Free  radicals  may  contribute  to  cellular 
aging  changes.     This  study  of  gene  mapping  and  gene  regulation  of 
human  chromosome  21  may  be  significant  in  understanding  some  of 
the  characteristics  seen  in  the  trisOmy-21  Down  syndrome. 
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Health  Services  Administration 
Bureau  of  Medical  Services 
Genetic  Diseases 


The  Department  of  Health  and  Human  Services  has  a  legislative 
mandate  to  provide  direct  health  care  services  to  specified 
beneficiaries  under  the  provisions  of  the  Public  Health  Service 
Act  and  the  Dependents'  Medical  Care  Act.    This  responsibility  is 
discharged,  in  part,  through  the  Bureau  of  Medical  Services  (BMS) 
of  the  Health  Services  Administration  (HSA)  and,  within  the 
Bureau  through  the  Division  of  Federal  Employee  Occupational 
Health  (DFEOH) .    The  DFEOH  contracts  with  Federal  agencies  to 
provide  limited  health  care  services  to  their  employees. 

The  Bureau  of  Medical  Services  provides  comprehensive  health 
care  services  to  American  seafarers,  active  duty  members  of  the 
U.S.  Coast  Guard,  members  of  the  National  Oceanic  and  Atmospheric 
Administration  (NOAA)  and  to  active  duty  Commissioned  Officers  of 
the  U.S.  Public  Health  Service  (USPHS) .     Services  may  also  be 
provided  to  retired  members  of  the  uniformed  services,  po 
dependents  of  active  duty  and  retired  members  of  the  uniformed 
services  under  the  authority  of  the  Dependent's  Medical  Care  Act, 
and  to  selected  community  residents. 

The  DFEOH  operates  156  clinics  in  Federal  installations 
across  the  country.     In  fiscal  year  1980,  the  DFEOH  served  an 
estimated  population  of  270,000  and  approximately  666,000  visits 
were  made  for  medical  reasons. 

Health  care  services  are  provided  by  the  BMS  through  9 
hospitals  (8  general  medical-surgical  and  1  specialty  hospital 
for  the  treatment  of  Hansen's  Disease),  27  freestanding 
outpatient  clinics,  and  approximately  300  contract  physicians  and 
hospitals  located  throughout  the  United  States.     This  major 
system  constitutes  a  nationwide  network  within  the  Department  for 
delivery  of  comprehensive  health  care  services,  for  training,  and 
for  research. 

Early  in  fiscal  year  1978,  the  then  Secretary,  Mr.  Califano, 
appointed  an  Ad  Hoc  Advisory  Committee  to  examine  the  8  general 
USPHS  hospitals  and  make  recommendations  regarding  the  future  use 
and  focus  of  these  hospitals.     The  report  of  the  Committee  was 
submitted  to  the  Secretary  on  August  31,  1978.     One  of  the  most 
significant  of  the  Ad  Hoc  Committee's  recommendations  was  that, 
while  continuing  their  commitment  to  serve  primary  beneficiaries 
(principally  American  seafarers) ,  consideration  should  be  given 
to  the  broadening  of  the  mission  of  the  hospitals  to  permit  a 
greater  concentration  on  the  delivery  of  primary  care  services  to 
the  medically  underserved. 

The  Ad  Hoc  Committee  also  recommended  that  the  BMS  should 
relate  closely  to  community  needs  and  the  planning  efforts  of 
local  Health  Systems  Agencies.     During  the  past  calendar  year, 
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the  8  general  medical  and  surgical  hospitals  worked  closely  with 
each  of  their  local  Health  Systems  Agencies'   in  the  development 
of  the  hospitals'  plan  so  that  the  resources  of  the  hospitals 
might  be  used  more  efficiently  in  responding  to  beneficiary  and 
community  needs. 

This  report  includes  information  on  the  BMS '  activities 
related  the  genetic  diseases  stipulated  in  Title  IV  of  P.L. 
94-278.    These  diseases  are:     sickle  cell  anemia,  Cooley's 
anemia,  Tay-Sachs,  cystic  fibrosis,  dysautonomia ,  hemophilia, 
retinitis  pigmentosa,  Huntington's  chorea,  and  muscular 
dystrophy.     All  of  the  general  hospitals  and  outpatient  clinics 
within  the  BMS  system  diagnose  and  treat  persons  with  these 
illnesses.     However,  due  to  the  characteristics  of  the  diseases 
and  the  criteria  for  beneficiaries  under  the  provisions  of  the 
Public  Health  Service  Act,  the  number  of  people  now  treated  with 
these  diagnoses  has  always  been  relatively  limited.     In  addition, 
precise  data  regarding  the  number  and  services  rendered  in  these 
diagnostic  categories  to  persons  on  an  outpatient  basis,  cannot 
be  obtained  at  this  time.     Data  tabulations  are  not  complete  for 
FY  1980,  so  6  months  actual  data  has  been  annualized  based  on 
total  actual  data  has  been  annualized  based  on  total  actual 
discharges  and  days  for  the  complete  year.    Of  the  35,106 
discharges  from  USPHS  hospitals  during  FY  1980,  sickle  cell 
anemia  was  the  discharge  diagnosis  in  61  instances  and  Cooley's 
anemia  was  the  discahrge  diagnosis  in  38  instances.     Patient  days 
involved  in  these  hospitalizations  were  estimated  at  901  for 
persons  with  sickle  cell  anemia  and  1,046  for  those  with  Cooley's 
anemia  at  an  estimated  cost  of  182,002  and  $211,292  respectively. 
Thes  estimated  cost  is  based  on  an  average  daily  rate  of  $202. 

Section  1105  of  the  Public  Health  Service  Act  authorizes  the 
development  and  preparation  of  programs  to  provide  voluntary 
testing,  diagnosis,  counseling  and  treatment  of  individuals  at 
risk  with  respect  to  these  diseases.    This  law  also  provides 
potential  project  support  for  "basic  or  applied  research  leading 
to  the  understanding,  diagnosis,  treatment,  and  control  of 
genetic  diseases..."    Without  additional  resources,  however,  PHS 
hospitals  and  clinics  have  relied  on  imaginative  and  useful 
programs  developed  by  individuals  in  individual  facilities  to 
assist  State  and  local  authorities.     Very  few  PHS  primary 
beneficiaries  suffer  from  genetic  diesases  mentioned  in  Title  IV 
of  P.L.  94-278,  as  the  nature  of  these  diseases  preclude  those 
with  such  diseases  from  taking  on  occupations  covered  by  PHS 
health  care.     Dependents  of  secondary  beneficiaries  who  are 
entitled  to  PHS  care  are  likely  to  make  up  a  large  proportion  of 
this  very  small  patient  population. 

Referrals  are  made  on  an  individual  basis,  at  all  PHS 
facilities,  to  State  and  local  screening  services  when  needed. 
In  addition,  all  facilities  have  been  placed  on  the  mailing  list 
of  the  National  Clearinghouse  for  Human  Genetic  Diseases  (a  BCHS 
contract  resource)   in  order  that  they  may  obtain  the  most  current 
information  available. 
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HEALTH  SERVICES  ADMINISTRATION 
Bureau  of  Community  Health  Services 
GENETIC  DISEASES 

Title  XI  of  the  Public  Health  Service  Act  provides  authority 
for  the  establishment  of  a  national  program  to  provide  for 
basic  and  applied  research  training,  testing,  counseling,  and 
information  and  education  programs  with  respect  to  genetic 
diseases,  including  sickle  cell  anemia,  Cooley's  anemia, 
Tay-Sachs  disease,  cystic  fibrosis,  dyautonomia,  hemophilia, 
retinitis  pigmentosa,  Huntington's  chorea,  and  muscular 
dystrophy . 

Responsibility  for  administering  the  authority  has  been 
delegated  to  the  National  Institutes  of  Health  for  the  research 
component  and  to  the  Health  Services  Administration  for   (1)  the 
award  of  grants  to  public  and  non-profit  private  entities  and 
contracts  to  public  and  private  entities  for  establishing  and 
operating  voluntary  genetic  testing,  and  counseling  programs  in 
conjunction  with  other  health  programs,   including  those  under 
Title  V  of  the  Social  Security  Act;  and  (2)   the  development  of 
information  and  education  materials  relating  to  genetic 
diseases  and  the  dissemination  of  materials  to  make  available 
the  latest  advances  in  testing,  diagnosis,  and  treatment  of 
genetic  diseases. 

Genetic  diseases  are  a  significant  health  problem.     In  the 
United  States,  one  child  in  every  150  to  200  live  births  or  a 
total  of  15,000  to  20,000  infants  each  year  has  a  major  genetic 
anomaly.     A  study  in  Baltimore  indicated  that  nearly  one-third 
of  hospitalized  children  had  diseases  that  were 
"gene-influenced." 

Currently,  97  percent  of  new-born  infants  are  receiving  genetic 
screening,  primarily  for  phenylketonuria   (PKU) .     This  metabolic 
disorder  which  accounts  for  less  than  one  percent  of  all 
genetic  diseases  causes  severe  mental  retardation  if 
untreated.     While  in  most  instances  of  PKU  and  a  few  other 
genetic  disorders,  prompt  diagnosis  and  treatment  will  prevent 
adverse  effects.     The  reduction  of  genetic  diseases  is 
primarily  dependent  on  early  identification  of  carriers  of 
genetic  disease  traits  through  genetic  counseling  and 
screening.     Amniocentesis,  for  example,  can  detect  or  rule  out 
some  genetic  conditions  in  the  unborn  fetus.     Provision  of 
genetic  counseling  based  on  screening  permits  individuals  to 
make  an  informed  decision  regarding  the  risks  of  having  a  child 
and/or  prepares  them  for  the  care  of  an  affected  child. 

Except  for  PKU  and  sickle  cell  disease  screening,  genetic 
screening  and  diagnostic  and  counseling  services  are  generally 
not  available  to  most  of  the  population,  especially  those 
groups  at  high  risk  which  are  served  by  the  Department  of 
Health  and  Human  Services   (DHHS)  programs.  Laboratiory 
resources  required  for  genetic  testing  are  extremely  limited. 
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Even  where  genetic  testing  and  counseling  services  are 
available,  they  frequently  are  not  linked  to  the  rest  of  the 
health  care  delivery  system. 

Information  on  the  prevalence  of  genetic  diseases  varies 
considerably.     For  example,  fairly  well  established  figures  are 
available  for  sickle  cell  anemia,  cystic  fibrosis  and 
Tay-Sachs  disease,  while  almost  no  reliable  figure  is  available 
for  such  retinitis  pigmentosa;  prevalence  figures  for  diseases 
such  as  Huntington's  chorea  and  muscular  dystrophy  vary 
widely.     Similarly,  the  stage  of  technological  development  in 
screening  for  carriers  of  prenatal  or  early  diagnosis  also 
differs  considerably  for  those  diseases.     Identification  of 
carriers  of  sickle  cell  anemia,  Cooley's  anemia,  and  Tay-Sachs 
is  possible  through  available  screening  tests,  whereas 
identification  of  carriers  for  cystic  fibrosis  is  still  under 
research,  and  reports  of  screening  tests  for  carriers  of 
hemophilia  are  somewhat  controversial.     The  course  of  illness 
and  prognosis  also  varies  from  Tay-Sachs  disease  which  is  fatal 
in  the  first  few  years  of  life  to  Huntington's  chorea  which 
geneally  becomes  manifest  only  in  the  fourth  decade  of  life 
although  earlier  onset  is  known  to  have  occured. 

The  following  is  the  national  plan  for  inplementation  of  Title 
XI  in  1982. 

Grant  Program  for  the  Development  and  Operation  of  State-wide 
Genetic  Disease  Systems  -  Continue  support  will  be  provided  to 
approximately  34  projects  to  develop  and  implement  statewide 
or,  if  appropriate,  regional  systems  of  penetic  care. 

Grantees  will  collect  and  document  data  on  the  number  of 
persons  in  the  targeted  State,  area  or  region,  who  are  at  risk 
for  various  genetic  disorders,  the  services  provided  to  these 
persons  and  methods  for  screening  and  education  for  specific 
diseases.     Arrangements  for  the  delivery  of  laboratory  services 
and  back-up  support  th roug-rf^ State ,  area-wide  or  regional 
Genetic  Service  Center-swill  be  included  in  applications. 

Projects  will  be  coordinated  with  existing  health  service 
systems  and  especially  with  the  Maternal  and  Child  Health 
programs  supported  under  Title  V  of  the  Social  Security  Act. 

Approximately  14  new  area-wide  genetic  networks  will  be 
established  and  services  in  existing  programs  expanded. 

Sickle  Ceil  Projects  -  Support  will  be  continued  for  those 
existing  sickle  cell  screening  and  education  clinics  that  are 
not  part  of  area-wide  genetic  networks  and  special  attention 
will  be  focused  on  futher  merger  of  these  clinics  or 
-strengthening  of  their  linkages  with  the  genetic  networks. 

Information  and  Education  Services  -  Activities  of  the  National 
Clearinghouse  for  Human  Genetic  Diseases  will  be  continued. 
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The  national  program  focusing  on  the  development  of  education 
and  information  materials  aimed  at  both  service  providers  and 
the  general  public  will  be  continued.     Additional  educational 
materials,  will  be  developed  in  conjunction  with  organizations, 
leading  genetic  experts,  and  existing  projects. 

Interagency  Agreements  -  Interagency  agreements  will  continue 
to  support  unique  contributions  for  other  DHHS  constituent 
agencies,  such  as  the  Center  for  Disease  Control   (CDC)  to 
develop  cytogenetics  laboratory  services,  epidemiological 
surveillance  programs  and  data. 

The  BCHS  also  will  continue  to  encourage  and  assist  Public 
Health  Service   (PHS)   facilities  such  as  the  PHS  hospitals  and 
clinics,  Indian  Health  Service  programs  and  other  Federal 
programs,  to  participate  actively  in  the  area-wide  genetic 
service  networks. 
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HUNTINGTON'S  DISEASE 
Obligations 


1981  1982 
1978  1979  1980  Estimate  Estimate 


Public  Health  Service: 


National  Institutes  of  Health; 
National  Institute  of 
Neurological  and 
Communicative  Disorders 

*"*  Str°ke $8,389,000     $10,275,000     $10,828,000     $11,400,000  $12,630,000 
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NATIONAL  INSTITUTES  OF  HEALTH 
National  Institute  of  Neurological  and  Communicative  Disorders  and  Stroke 


HUNTINGTON'S  DISEASE 


Huntington's  disease  is  a  progressive  hereditary  disorder 
that  ravages  both  the  minds  and  bodies  of  its  victims.  For 
reasons  still  unknown,  certain  brain  cells  die  prematurely  in 
Huntington's  disease  patients,  causing  mental  deterioration  and 
loss  of  muscle  control.     Although  the  course  of  the  disease 
varies,  death  usually  occurs  within  10  to  20  years  of  onset  of 
symptoms . 

By  conservative  estimates,  Huntington's  disease  afflicts 
10,000  people  in  the  U.S.,  with  50,000  people  at  risk  for  devel- 
oping the  disorder.     Scientists  consider  Huntington's  disease  a 
prototype  illness,  since  the  range  of  symptoms  is  similar  to 
other  neurological  disorders  like  senile  dementia,  amyotrophic 
lateral  sclerosis,  Parkinson's  disease,  multiple  sclerosis,  and 
muscular  dystrophy.     A  breakthrough  in  Huntington's  disease 
research,  therefore,  might  unlock  the  secrets  of  these  and  other 
nervous  system  disorders  affecting  millions. 

As  the  disorder  worsens,  Huntington's  disease  patients 
typically  progress  from  clumsiness  and  nervousness  to  uncontrol- 
lable jerking  and  writhing,  and  loss  of  memory,  reason,  and 
speech.     Severe  behavioral  disturbances,  delusions,  and  hallu- 
cinations frequently  accompany  physical  and  intellectual  changes. 
Vital  functions  may  remain  unimpaired  for  years  but  the  patient 
is  a  travesty  of  his  former  self. 

Since  Huntington's  disease  strikes  men  and  women  equally  and 
is  inherited  in  a  dominant  fashion,  each  child  of  an  affected 
parent  has  a  50  percent  chance  of  inheriting  the  disorder.  Those 
who  do  not  inherit  the  gene  cannot  pass  it  on  to  their  children. 
However,  since  those  destined  to  develop  the  disease  often  do  not 
show  symptoms  until  middle  life,  they  have  a  50  percent  chance  of 
passing  on  the  gene  to  their  children  before  they  know  they  have 
the  disease.     Huntington's  disease  does  not  skip  generations — it 
cannot  pass  over  one  generation  to  strike  in  the  next — but  people 
at  risk  must  live  symptom  free  until  age  70  or  older  before  they 
and  their  descendants  can  be  fairly  certain  that  they  have  escaped 
the  disease. 

Care  of  Huntington's  disease  patients  costs  the  U.S.  an 
estimated  $80  to  $125  million  each  year,  a  sum  that  does  not 
include  lost  productivity,  housekeeping  costs,  special  food  and 
clothing,   safety  devices,  rehabilitative  therapy  and  aids,  and 
other  services.     Several  generations  of  a  family  affected  by 
Huntington's  disease  may  suffer  from  the  disorder  at  the  same 
time,  causing  tremendous  financial  as  well  as  psychological 
problems . 
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For  a  century  after  the  American  physician  George  Huntington 
first  described  the  illness,  research  into  its  cause,  prevention 
and  treatment  was  limited.    Published  papers  amounted  to  little 
more  than  observations  and  case  reports.     Then,  efforts  by  the 
Committee  to  Combat  Huntington's  Disease,  the  Huntington's  Chorea 
Foundation,    (now  the  Wills  Foundation) ,  the  Hereditary  Disease 
Foundation,  and  the  National  Huntington's  Disease  Foundation 
resulted  in  a  substantial  buildup  of  public  interest  and  research 
activity.    Three  times  more  literature  on  Huntington's  disease 
has  been  published  since  1970  than  in  all  previous  years.  Two 
international  symposia  have  been  held  recently,  both  sponsored 
wholly  or  in  part  by  the  National  Institute  of  Neurological  and 
Communicative  Disorders  and  Stroke  (NINCDS) . 


The  Research  Program 

Seeking  the  cause  and  cure  of  Huntington's  disease   (HD) , 
some  scientists  are  examining  physical  and  biochemical  abnor- 
malities in  cells  from  Huntington's  disease  patients.     Others  are 
attempting  to  locate  the  abnormal  HD  gene  by  identifying  other 
genes  that  may  be  located  close  to  it  on  the  chromosome  and 
inherited  with  it.     These  efforts  may  lead  to  early  diagnosis  and 
treatment  of  Huntington's  disease.     The  research  may  also  provide 
a  test  to  identify  those  "at  risk"  individuals  who  may  develop 
the  disease. 

Scientists  at  the  City  of  Hope  National  Medical  Center  in 
Duarte,  California,  who  have  been  screening  HD  tissue  by  two- 
dimensional  gel  electrophoresis,  have  found  a  mutant  protein  in 
the  brains  of  some  HD  patients,  and  in  some  patients  with  schizo- 
phrenia and  depression.     Work  is  now  being  carried  out  to  isolate 
and  characterize  this  protein  and  test  for  it  in  a  larger  sample 
of  patients  with  different  disorders. 

University  of  Rochester  scientists  are  studying  a  rare  gene 
which  seems  to  appear  with  greater  frequency  in  HD  families  to 
see  if  this  gene  is  associated  with  the  HD  gene.  Identification 
of  a  linked  gene — one  invariably  associated  with  the  development 
of  HD  but  not  itself  causing  the  disorder--would  greatly  increase 
the  possibility  of  developing  effective  treatment. 

The  search  for  the  defective  HD  gene  requires  research  with 
a  large  number  of  affected  individuals.     Since  HD  is  relatively 
uncommon  and  afflicted  families  are  widely  dispersed,  a  centrally 
located  data  bank  and  roster  of  HD  families  are  essential  to 
allow  investigators  to  make  full  use  of  what  little  information 
is  available.     Just  such  a  data  bank  and  roster  are  being  developed 
by  the  University  of  Indiana.     The  roster  can  identify  members  of 
an  HD  family  even  when  they  have  different  names  and  live  in 
different  places,  and  select  those  families  and  individuals  who 
fit  specific  research  projects.     HD  families  are  being  urged  to 
contact  the  director  of  this  project:     Dr.  Patrick  M.  Conneally, 
Department  of  Medical  Genetics,  Indiana  University. 
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For  many  years  Huntington's  disease  was  considered  strictly 
a  brain  disorder.     Recently,  however,  scientists  have  been 
exploring  the  possibility  that  the  HD  gene  may  produce  modifications 
of  non-neural  tissue  as  well.     Investigators  at  the  University  of 
Kentucky  are  pursuing  recent  findings  of  membrane  abnormalities 
in  red  blood  cells  of  HD  patients. 

Other  indications  that  HD  may  involve  a  generalized  membrane 
defect  have  come  from  studies  of  fibroblasts— immature  connective 
tissue  cells  that  later  differentiate  into  fibrous  tissue,  such 
as  tendons.     Fibroblasts  from  HD  patients  have  shown  biochemical 
abnormalities;  these  are  being  studied  at  the  University  of 
Oklahoma,  Duke  University,  and  the  University  of  Washington. 

Ever  since  discoveries  by  two  NINCDS  scientists  made  uncon- 
ventional viral-like  agents  a  reasonable  consideration  as  causes 
of  chronic  degenerative  neurological  disease,  the  role  of  virology 
and  immunology  in  these  disorders  has  received  increased  attention. 
Investigators  are  asking  whether  a  virus  or  virus-like  particle, 
or  some  abnormality  of  the  immune  system,  may  contribute  to  the 
development  of  HD. 

A  scientist  at  the  University  of  California  has  discovered 
that  HD  patients  appear  immunologically  sensitive  to  HD  brain 
tissue  but  not  to  brain  tissue  from  controls.     This  abnormal 
immune  response  may  indicate  a  viral  role  in  HD. 

One  basic  unanswered  question  in  HD  research  is  why  brain 
cells  die.     An  important  development  has  been  the  discovery  that 
levels  of  certain  neurotransmitters  and  enzymes,  including  gamma- 
aminobutyric  acid   (GABA) ,  are  much  lower  than  normal  in  HD  patients' 
brains.     However,  scientists  still  do  not  know  why  this  decrease 
in  GABA  is  associated  with  the  death  of  brain  cells,  or  how  the 
loss  of  GABA. may  contribute  to  HD  symptoms.     Scientists  at  Harvard 
Medical  School  have  learned  how  to  regulate  levels  of  GA3A  in 
tissue  culture  and  experimental  animals.     Investigators  are  now 
testing  new  treatments  in  animals  which  they  hope  will  raise  GABA 
levels. 

Because  so  many  essential  studies  cannot  be  done  using  human 
HD  patients,  scientists  are  trying  to  identify  an  animal  model  of 
the  disease.     Recently,   scientists  in  Canada  and . the  U.S.  dis- 
covered that  injections  of  kainic  acid  into  rat  brains  produced 
cell  destruction  similar  to  the  destruction  seen  in  the  brains  of 
HD  victims. 

One  of  the  members  of  the  U.S.  research  team — an  investigator 
at  The  Johns  Hopkins  University  School  of  Medicine — is  continuing 
work  on  these  findings.     An  important  element  of  his  work  involves 
efforts  to  "rescue"  vulnerable  tissue  through  pretreatment  with  a 
variety  of  anesthetic  and  anticonvulsant  drugs.     This  research 
may  some  day  lead  to  a  treatment  which  will  prevent  or  decrease 
selective  loss  of  brain  cells  in  HD  patients. 
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Treatment 

At  present,  no  therapies  are  effective  throughout  the  course 
of  Huntington's  disease.  " Some  tranquiiizing  drugs  used  to  treat 
schizophrenia  can  help  reduce  choreic  movements ,  while  other 
drugs  may  relieve  anxiety  or  depression;  but  no  drug  can  forestall 
the"relentless  orocression  of  the  disease.     There  are  no  remissions 
in  ED. 


Recommendations  of  the  Congressional  Commission 

In  1976/  the  U.S.  Congress  demonstrated  its  concern  for  HD 
patients  and  families  by  creating  the  Commission  for  the  Control 
of  Huntington's  Disease  and  Its  Consequences.     The  Commission  was 
asked  to  make  a  comprehensive  study  of  HD  and  to  develop  a  national 
plan  to  control  the  disease.     Fifteen  work  groups  of  persons 
concerned  with  scientific  research  and  clinical  care  were  appointed. 
Public  hearings  were  held  in  11  cities  across  the  country,  at 
which  over  2,000  scientific  and  lay  persons  testified  and  made 
recommendations.     The  Commission  report,  presented  to  the  President 
and  Congress  in    October  1977,  contained  many  recommendations  for 
research  and  proposed  NINCDS  as  the  primary  overseer  for  their 
accomplishment . 

within  the  limits  of  available  funds,  NINCDS  has  initiated  a 
program  to  meet  these  recommendations.     Among  accomplishments  to 
date: 

•  In  cooperation  with  the  National  Institute  of  Mental 
Health  and  voluntary  health  agencies,  NINCDS  has  established 
national  tissue  banks  at  McLean  Hospital,  Boston,  Mass.,  under 
the  auspices  of  Harvard  University,  and  at  Wadsworth  VA  Hospital, 
Los  Angeles,  to  collect  and  distribute  neural  tissues  from  patients 
with  Huntington's  disease  and  certain  related  disorders. 

•  A  second  International  Symposium  on  Huntington's  Disease 
was  held  in  San  Diego,  California,  in  November  1978.  This 
symposium  brought  together  several  hundred  scientists  from  more 
than  a  dozen  countries  to  review  research  and  report  on  their 
work.     Papers  from  the  meeting  have  been  published  by  Raven  Press 
in  Advances  in  Neurology   ' Uc 1 .   2  3):     Huntington ' s  Disease . 

•  A  contract  has  been  awarded  to  the  University  of  Indiana 
to  establish  a  research  roster  of  HD  patients  and  their  families. 
This  roster  will  help  identify  potential  volunteers  and  serve  as 
a  base  for  data  collection. 

•  Two  innovative  "Centers  Without  Walls"  have  been  established 
for  research  on  Huntington's  disease  and  other  neurological 
disorders  characterized  by  brain  degeneration  and  abnormal  body 
movements.     Awards  for  these  centers  went  to  The  Johns  Hopkins 
University  School  of  Medicine  in  Baltimore  and  a  consortium  of 
medical  institutions  in  Boston  headed  by  Harvard  University 
Medical  School. 
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Unlike  the  traditional  idea  of  a  specialized  disease  center 
consolidated  under  one  roof,  "Centers  Without  Walls"  do  not 
emphasize  a  central  location  for  research.     Investigators  may  be 
engaged  in  basic  or  clinical  research  in  different  departments 
within  a  university  or  at  different  universities  and  medical 
centers.     Research  patients  and  their  families  may  be  seen  in  any 
of  the  institutions  comprising  the  center,  enabling  investigators 
to  see  a  larger  patient  population. 

•  A  grant  has  been  awarded  to  the  Hereditary  Disease  Founda- 
tion to  support  a  program  of  interdisciplinary  workshops  on 
Huntington's  disease  and  related  neurogenetic  disorders.  Regular 
workshops  will  generate  new  research  hypotheses  and  recruit  new 
investigators  to  be  supported  by  this  grant. 

•  A  collaborative  research  project  with  Venezuelan  investi- 
gators has  been  launched  to  explore  a  genetically  special  popula- 
tion of  HD  families  located  around  Lake  Maracaibo  in  the  state  of 
Zulia,  Venezuela.     These  families  are  all  descendants  of  one 
individual,  which  makes  them  especially  promising  for  genetic 
linkage  studies.     In  addition,  several  families  have  intermarried, 
creating  the  possibility  that  some  descendants  may  carry  two 
genes  for  HD.     There  is  no  other  place  in  the  world  where  such  a 
situation  even  theoretically  exists.     It  is  not  known  whether 
such  a  "double  dose"  of  the  gene  would  be  lethal  to  the  fetus  or 
would  greatly  shorten  the  life  of  any  child  born  alive.  However, 
if  individuals  carrying  two  genes  for  HD  do  exist,  they  may  be 
ideal  subjects  to  reveal  the  precise  metabolic  abnormality 
responsible  for  the  disorder. 


Related  Programs 

Within  NIH,  the  National  Institute  of  General  .Medical 
Sciences   (NIGMS) ,  the  National  Institute  on  Aging  (NIA) ,  and  the 
Division  of  Research  Resources   (DRR)  also  have  an  interest  in 
Huntington's  disease.     NIGMS  currently  supports  a  study  on 
genetic  linkage  in  HD  as  well  as  a  number  of  studies  of  autosomal 
dominant  disorders,  and  work  on  the  development  and  evaluation  of 
new  therapies  for  rare  genetic  diseases.     NIGMS  also  maintains  a 
human  genetic  disease  cell  bank  which  stores  and  distributes  cell 
lines  from  patients  with  many  different  genetic  disorders, 
including  Huntington's  disease.     The  NIA  supports  research, 
primarily  descriptive,  on  changes  in  neural  structure  and  function 
with  age,  and  the  DRR  provides  funds  for  facilities  in  which 
research  on  Huntington's  disease  and  related  disorders  is  con- 
ducted in  grant- supported  general  clinical  research  centers. 

The  pace  of  Huntington's  disease  research  has  accelerated 
greatly  in  the  past  decade.     If  research  continues  to  expand, 
there  is  reason  for  optimism  on  the  part  of  patients  and  their 
families.     NINCDS-supported  scientists  are  hopeful  that  their 
work  will  one  day  unravel  the  mystery  not  only  of  Huntington's 
disease,  but  also  of  a  wide  range  of  other  inherited  neurologic 
disorders . 


### 
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HYPERTENSION 
Obligations 


1981  1982 
1978  1979  1980  Estimate  Estimate 


Public  Health  Service: 

National  Institute  of 
Health: 

National  Heart, 

Lung  and  Blood 

institute  $63,988,000  71,826,000  78,559,000     81,619,000  88,168,000 

Health  Services 

Administration  10,862,000  10,902,000  19,941,000     20,000,000  25,883,000 

TOTAL,  PHS  74,850,000  82,728,000  98,500,000    101,619,000  114,051,000 


NATIONAL  INSTITUTES  OF  HEALTH 


National  Heart,  Lung,  and  Blood  Institute 
HYPERTENSION  (HIGH  BLOOD  PRESSURE) 


Introduction 


Hypertension  affects  an  estimated  60  million  Americans.    Many  hypertensive 
subjects  also  have  hypertensive  heart  disease  (chiefly  heart  muscle  enlargement) 
resulting  from  the  elevated  blood  pressure.    In  addition,  uncontrolled  hypertension 
increases  the  individual's  risk  of  coronary  heart  disease  and  its  complications, 
such  as  heart  attacks,  and  can  increase  the  risk  of  stroke  even  more  steeply. 
The  higher  the  subject's  blood  pressure,  the  greater  the  risk.  Hypertension 
also  poses  a  serious  threat  of  congestive  heart  failure  or  kidney  failure. 

When  the  physician  determines  blood  pressure  with  the  familiar  blood 
pressure  cuff,  two  numbers  are  recorded.    The  higher  of  the  two  is  the  pressure 
(expressed  in  millimeters  of  mercury)  developed  in  the  major  arteries  during 
contractions  of  the  heart  (systole)  and  is  called  the  systolic  blood  pressure. 
The  lower  number  represents  the  pressure  persisting  in  these  vessels  while  the 
heart  relaxes  and  refills  between  beats  (diastole)  and  is  called  the  diastolic 
blood  pressure. 

Most  experts  consider  a  diastolic  pressure  of  90  to  be  the  upper  limit  of 
normal.    On  this  scale,  diastolic  pressures  between  90  and  104  are  considered 
mild  hypertension,  105  to  115  as  moderate  hypertension,  and  pressures  exceeding 
115  as  severe  hypertension.    It  is  generally  accepted  that  blood  pressures 
above  90  diastolic  and/or  140  systolic  should  be  evaluated  by  a  physician. 

The  prevalence  of  hypertension  among  U.S.  blacks  is  twice  that  of  whites. 
But  their  overall  mortality  from  hypertension-associated  conditions  is  three 
times  as  high  and,  among  blacks  aged  35-54,  it  is  six  to  ten  times  that  of 
whites  in  the  same  age  group.    Although  this  may  be  indicative  of  earlier  onset 
or  greater  severity  of  the  disease  in  blacks,  the  results  of  recent  clinical 
trials  indicate  that  it  may  reflect  later  detection  and  less  adequate  control 
of  the  disease  as  well. 

Though  often  incurable,  hypertension  can  nearly  always  be  controlled  by 
appropriate  therapy.    The  availability  of  a  variety  of  proven  drugs  for 
blood-pressure  control  together  with  more  widespread  and  more  effective  application 
of  these  agents  has  been  instrumental  in  bringing  about  a  marked  decline  in 
mortality  rates  from  hypertension  and  hypertension-associated  diseases  (notably 
stroke)  during  recent  years. 

What  Causes  Hypertension? 

In  only  5%  or  fewer  of  the  people  who  have  hypertension  can  any  specific 
organic  cause  be  identified  to  account  for  their  elevated  blood  pressure. 
These  persons  are  said  to  have  "secondary  hypertension."    A  common  cause  of 
secondary  hypertension  is  kidney  damage  resulting  from  certain  renal  diseases 
or  from  blood  deprivation  stemming  from  obstructions  in  one  or  both  renal 
arteries.    Rarer  causes  include  certain  tumors  of  the  adrenal  glands  or  other 
conditions  that  profoundly  disturb  fluid  and  electrolyte  balance. 
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But  95  percent  of  hypertensives  have  "essential"  or  "primary"  hypertension, 
the  causes  of  which  remain  unknown.    During  its  early  stages,  essential 
hypertension  seldom  produces  any  symptoms  perceptible  to  the  person  who  has  it. 
Indeed,  the  absence  of  noticeable  symptoms  generally  persists  until  the  disease 
is  well  advanced.    The  first  symptom  may  be  catastrophic  -  a  stroke  or  heart 
attack.    Or,  if  undetected  and  untreated  during  its  early  or  middle  stages,  the 
disease  may  enter  an  accelerated  phase,  sometimes  called  "malignant  hypertension." 
During  this  phase,  the  victim's  blood  pressure,  previously  elevated  but  stable, 
climbs  rapidly  to  levels  that  pose  an  immediate  threat  to  his  survival.  The 
accelerated  phase  usually  occurs  when  the  disease  has  already  produced  some 
blood  vessel  damage  in  the  kidneys. 

Thought  to  play  an  important  role  in  blood  pressure  regulation  and  in  some 
forms  of  hypertension  is  the  renin-angiotensin-aldosterone  system.    Renin,  an 
enzyme  produced  by  the  kidney,  acts  on  a  plasma  protein  to  generate  angiotensin 
I.    Angiotensin  I  is  a  relatively  inactive  peptide,  but  as  it  traverses  the 
lungs  it  is  exposed  to  a  converting  enzyme  in  cells  lining  the  pulmonary  blood 
vessels,  and  is  transformed  into  angiotensin  II.    A  powerful  blood  vessel 
constrictor,  angiotensin  II  is  the  chief  culprit  in  renal  hypertension,  a  major 
factor  in  the  malignant  phase  of  essential  hypertension,  and  is  suspected  of 
involvement  in  earlier  stages  of  the  disease  as  well.    Angiotensin  II  is  also 
a  potent  stimulus  for  the  production  and  release  of  aldosterone,  a  salt-retaining 
steroid  fom  the  adrenal  cortex. 

Studies  on  the  role  of  the  renin-angiotensinaldosterone  system  have  been 
facilitated  by  the  recent  development  of  agents,  such  as  saralasin,  which  impede 
the  action  of  angiotensin  II  by  competing  for  its  receptors,  and  of  agents 
(teprotide,  captopril)  that  block  the  production  of  angiotensin  II  by  inhibiting 
the  converting  enzyme  that  generates  it  from  angiotensin  I. 

NHIBI  grantees  employed  these  agents  as  research  probes  in  studies  among 
hypertensive  patients  with  low,  normal,  or  high  blood-renin  levels.    They  found 
that  blood-pressure  responses  to  these  agents  varied  with  the  patient's  initial 
blood  renin  levels:    those  with  low  blood  renin  exhibited  little  or  no  change 
in  blood  pressure,  whereas  those  with  normal  or  high  renin  levels  exhibited 
moderate  to  marked  blood-pressure  decreases. 

The  investigators  conclude  that  whether  or  not  the  renin-angiotensin- 
aldosterone  system  is  involved  in  the  genesis  of  essential  hypertension,  this 
system  does  help  to  sustain  the  elevated  blood  pressure  in  a  high  proportion  of 
hypertensive  patients,  the  exceptions  being  hypertensives  with  low  renin  levels. 

Another  drug  used  in  these  studies  was  propranolol.    This  widely  used 
antihypertensive  agent  had  been  thought  to  reduce  blood  pressure  primarily  by 
slowing  the  heart  and  reducing  its  output  of  blood.    Interestingly,  propranolol, 
too,  was  largely  ineffective  in  low-renin  patients  while  producing  moderate  to 
substantial  blood  pressure  reductions  in  patients  with  normal  to  high  blood 
renin  levels.    This  finding  suggests  that  impede nee  of  the  renin-angiotensin- 
aldosterone  system  is  also  an  important  facet  of  this  drug's  antihypertensive 
action. 

A  high  salt  intake  in  the  diet  is  thought  to  contribute  to  the  development 
of  essential  hypertension  in  some  people,  and  here  again  the  renin-angiotensin- 
aldosterone  system  appears  to  be  involved.    High  salt  intakes  normally 
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reduce  plasma  renin  activity  and  thereby  curb  angiotensin  and  aldosterone 
production.    Without  the  aldosterone  stimulus,  the  kidneys  excrete  sodium  that 
is  in  excess  of  bodily  needs.    But  the  response  of  this  system  is  apparently 
blunted  in  some  people,  said  to  be  "salt  sensitive."    In  such  people,  persistently 
high  salt  intakes  may  increase  their  vulnerability  to  essential  hypertension. 
Race  may  be  a  factor  in  salt  sensitivity. 

Studies  comparing  the  responses  of  normotensive  white  or  black  subjects 
to  an  administered  salt  load  indicated  that,  as  a  group,  the  whites  excreted 
the  excess  salt  more  readily.    Plasma  renin  activity  was  less  effectively 
suppressed  by  salt  loading  in  the  black  subjects  and  excess  sodium  was  retained 
longer.    The  findings  raise  the  possibility  that  the  greater  salt  sensitivity 
of  blacks  could  well  be  a  factor  in  their  higher  prevalence  of  hypertension: 
nearly  twice  that  of  whites  in  the  U.S. 

A  recent  report  from  the  Hypertension  Detection  and  Followup  Program, 
sponsored  by  the  NHLBI,  in  which  some  one  million  Americans  were  screened  at 
more  than  1100  community  locations,  has  reconfirmed  the  link  between  obesity 
and  high  blood  pressure.    The  results  indicated  that,  among  persons  aged  20-39, 
the  prevalence  of  hypertension  among  overweight  people  was  twice  that  among 
people  of  normal  weight  and  three  times  that  among  underweight  people.  Among 
persons  aged  40-64,  the  prevalence  of  hypertension  among  overweight  people  was 
50  percent  higher  than  that  among  people  of  normal  weight  and  twice  that  among 
underfreight  people. 

Essential  hypertension  is  usually  considered  a  disease  of  adult  life 
because  it  most  often  becomes  manifest  during  the  third  decade  or  later. 
Ho/ever,  growing  evidence  suggests  that  forerunners  of  the  disease  may  be 
identifiable  much  earlier. 

Studies  among  children  and  adolescents  indicate  that  blood  pressures 
higher  than  the  norm  for  children  of  the  same  age  and  sex  group  tend  to  persist 
at  these  higher  levels  as  the  child  grows  older,  possibly  moving  into  the 
hypertensive  range  during  adult  life.    Factors  that  correlated  best  with  blood 
pressure  levels  in  these  children  were  body  weight  and  changes  in  body  weight. 
But  the  studies  also  disclosed  a  consistent  relationship  between  the  blood 
pressure  of  mothers  and  blood-pressure  levels  in  their  children,  suggesting 
either  a  genetic  or  common  dietary  factor  that  may  be  operative  early  in  life. 

Urinary  kallekrein  levels  also  may  be  an  early  indicator  of  hypertension 
risk.    Kallekreins  are  enzymes  that  participate  in  the  production  of  kinins, 
many  of  which  are  potent  blood  vessel  dilators.    The  kallekrein-kinin  system  is 
suspected  of  playing  an  important,  though  still  unspecified  role  in  blood 
pressure  regulation.    In  adults,  urinary  levels  of  kallekreins  appear  to  be 
inversely  related  to  blood  pressure  levels:    the  lower  the  urinary  kallekrein 
levels,  the  higher  the  mean  blood  pressure  and  vice  versa.    The  same  inverse 
relationship  appears  to  hold  among  children  and  adolescents.    And,  as  with 
higher  than  normal  blood  pressure  levels,  low  urinary  kallekrein  levels  during 
childhood  tend  to  persist  as  the  child  grows  older,  possibly  indicating  a 
heightened  risk  of  developing  hypertension  during  adult  life. 

Treatment  of  Hypertension 

Some  cases  of  secondary  hypertension  can  be  cured  if  the  underlying  cause 
can  be  eliminated:    as,  for  example,  by  surgically  restoring  normal  bloodflow 
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to  a  blood-deprived  kidney,  removing  a  hopelessly  diseased  or  damaged  kidney, 
or  removing  a  secreting  tumor  ( pheochromocytoma )  from  the  adrenal  glands. 

Essential  (or  primary)  hypertension  is  presently  incurable,  but  mild  cases 
can  sometimes  be  controlled  without  drugs.    Non-drug  modalities,  such  as  weight 
loss  in  obese  patients  and  limitations  in  sodium  intake  may  occasionally  be 
sufficient  in  themselves  to  bring  modestly  elevated  blood  pressures  within  the 
normal  range.    A  number  of  studies  have  indicated  that  regular,  supervised 
exercise  regimens  also  reduce  blood  pressure  in  borderline  or  mild  hypertension. 
Though  weight  loss  with  exercise  may  be  a  factor  in  the  blood  pressure  reductions 
achieved,  there  is  evidence  that  endurance  exercises  also  produce  a  direct 
dilating  effect  on  blood  vessels. 

Biofeedback,  progressive  relaxation,  transcendental  meditation,  yoga,  and 
related  techniques  have  also  been  investigated  for  their  effects  on  blood 
pressure.    For  the  most  part,  these  studies  involved  small  numbers  of  people 
observed  over  short  periods  of  time.    Whereas  some  investigators  have  reported 
substantial  blood  pressure  reductions  with  such  techniques,  others  have  reported 
only  modest  reductions  or  none  at  all.    There  is  also  some  question  as  to 
whether  significant  blood  pressure  reductions,  sometimes  achieved  early  in  the 
training  period,  can  be  sustained  for  long  periods.    Some  results  suggest  not. 

presently,  these  behavorial  techniques  are  viewed  as  possibly  useful  adjuncts 
to  drug  therapy  in  chronic,  fixed  hypertension,  but  not  as  substitutes  for  more 
conventional  methods  of  treatment. 

Usually,  the  patient  with  essential  hypertension  must  take  medications  to 
achieve  and  maintain  desired  blood-pressure  levels.    In  most,  this  is  a  life- 
long prospect. 

The  specific  drug  or  drug  combination  used  by  the  physician  varies  with 
the  severity  of  the  disease  and  also  with  the  patient's  response  to  the  medication 
prescribed.    No  single  agent  is  uniformly  effective  in  all  patients  or  against 
every  phase  of  hypertension.    But  where  one  drug  fails,  another  drug  or  drug 
combination  usually  will  succeed,  so  that  only  in  rare  instances  does  it  prove 
impossible  to  control  the  patient's  blood  pressure. 

In  caring  for  the  hypertensive  patient  requiring  drugs  to  keep  his  blood 
pressure  under  control,  the  physician  has  a  wide  variety  of  proven  agents  from 
which  to  choose.    At  last  count,  there  were  more  than  thirty. 

A  strategy  coming  into  widespread  use  is  the  stepped-care  approach  to 
blood  pressure  control.'   Basic  to  this  approach  is  using  the  least  troublesome 
drug  or  drugs  in  the  lowest  possible  doses  to  achieve  the  desired  level  of 
blood  pressure.    Additional  antihypertensive  agents  may  be  used  to  supplement 
the  "starter"  drug  as  necessary,  again  keeping  dosages  as  low  as  possible.  The 
physician  might  also  consider  drug  costs  and  dosage  schedules  (the  fewer  times 
the  patient  must  take  his  pills  each  day,  the  better  the  prospects  of  good 
compliance),  but  the  overriding  considerations  must  remain  adequate  blood-pressure 
control  and  limitation  of  side  effects  insofar  as  possible. 

The  "starter"  drug  in  the  stepped-care  scheme  is  nearly  always  a  diuretic, 
usually  a  thiazide.    Thiazides  have  few  side  effects  and,  in  mild  hypertension, 
may  normalize  blood  pressure  by  themselves,  especially  if  the  patient  also 
curbs  his  or  her  salt  intake. 
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If  thiazides  alone  do  not  suffice,  an  adrenergic  blocker  may  be  added, 
again  at  the  lowest  feasible  dosage.    Drugs  in  this  class  include  beta  blockers, 
methyldopa,  clonidine,  and  reserpine — among  others. 

If  the  hypertension  does  not  yield  to  the  above  combination,  a  peripheral 
vasodilator,  such  as  hydralazine  or  prazosin,  may  be  added. 

It  is  probable  that  upwards  of  95  percent  of  hypertensives  can  be  managed 
effectively  by  one  or  another  of  these  regimens.    For  the  others,  it  may  be 
necessary  to  substitute  an  extremely  potent  antihypertensive  agent,  such  as 
guanethidine.    These  constitute  the  real  siege  guns  of  the  antihypertensive 
armamentarium. 

The  stepped-care  approach  offers  several  advantages.    For  example,  for 
higher  blood  pressure  levels  that  would  require  large  doses  of  any  single  drug, 
and  hence  a  high  attendant  risk  of  side  effects,  drug  combinations-each  in  the 
lowest  possible  dosages— gang  up  on  the  patient's  elevated  blood  pressure, 
whereas  side  effects  from  any  individual  agent  in  the  combination  are  usually 
attenuated. 

Secondly,  antihypertensive  drugs,  used  singly,  may  elicit  bodily  reactions 
that  oppose  their  effects  on  blood  pressure.    For  example,  adrenergic  blocking 
agents  usually  reduce  heart  rate  and  output,  which  tends  to  reduce  blood 
pressure.    However,  they  often  also  trigger  responses  resulting  in  sodium  and 
fluid  retention,  with  secondary  expansion  of  blood  volume;  and  they  may  increase 
peripheral  vascular  resistance:  all  of  which  tend  to  raise  blood  pressure. 
Using  adrenergic  blocking  agents  in  combination  with  a  diuretic  helps  eliminate 
the  former  problem;  using  them  with  a  peripheral  vasodilator  helps  eliminate 
the  latter  problem.    Hence  combination  drug  therapy  may  achieve  blood  pressure 
effects  substantially  greater  than  might  be  expected  from  the  sum  of  the 
individual  effects  of  each  component.    The  benefits  of  antihypertensive  therapy 
in  reducing  illness  and  mortality  from  stroke,  heart  failure,  and  kidney  failure 
had  been  convincingly  demonstrated  in  clinical  studies  among  patients  with 
moderate  to  severe  hypertension.    More  recently,  the  NHLBI-supported  Hyperten- 
sion Detection  and  Followup  Study  (described  later  in  this  report)  has  provided 
unequivocal  evidence  for  the  health  benefits  of  effective  blood-pressure  control 
among  patients  with  mild  hypertension  (diastolic  blood  pressures  between  90 
and  104). 

Current  Research  Efforts 

The  National  Heart,  Lung,  and  Blood  Institute  currently  supports  more  than 
200  research  projects  concerned  with  the  etiology,  pathogenesis,  prevention, 
diagnosis  and  treatment  of  high  blood  pressure.    Closely  related  subjects,  such 
as  kidney  disorders  and  renal  physiology,  also  are  under  study. 

This  research  is  being  conducted  at  universities  and  medical  centers  all 
over  the  country,  including  Institute-supported  Specialized  Centers  of  Research 
on  Hypertension  at  Cornell,  Vanderbilt,  Boston,  and  Indiana  Universities.  In 
addition,  NHLBI  conducts  research  on  hypertension  in  its  own  laboratories  at 
Bethesda. 

Clinical  Trials  and  Demonstration  Projects 


The  Institute  currently  is  supporting  a  number  of  large-scale  clinical 
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trials  evaluating  measures  for  the  primary  prevention  of  arteriosclerosis  and 
its  complications.    The  goal  of  these  studies  is  to  avert  or  delay  the  onset 
of  crippling  or  potentially  lethal  manifestations  among  persons  at  high  risk 
by  timely  interventions  against  modifiable  factors  known  to  increase  vulner- 
ability to  premature  arteriosclerosis. 

As  high  blood  pressure  is  a  potent  factor  increasing  risk  of  coronary 
heart  disease  and  stroke,  the  value  of  blood-pressure  control  measures  was  or 
is  still  being  evaluated  in  two  primary  prevention  trials. 

The  Hypertension  Detection  and  Followup  Program,  completed  last  year, 
clearly  demonstrated  the  health  benefits  of  good  blood-pressure  control  in 
hypertension,  whatever  the  subject's  initial  blood-pressure  level,  age,  sex,  or 
color.    The  study  involved  some  11,000  participants,  selected  from  among  nearly 
160,000  people  initially  screened  in  14  communities.    The  study  population, 
aged  30-69,  contained  nearly  equal  numbers  of  men  and  women,  blacks  and  whites, 
and  represented  all  strata  of  high  blood  pressure  from  borderline  to  severe. 

Half  the  subjects  were  assigned  to  a  stepped  care  program,  administered  by 
HDFP  clinics,  with  the  goal  of  reducing  blood  pressure  to  predetermined  limits 
in  all  hypertensive  patients,  even  those  with  "mild"  elevations  of  blood 
pressure.    Special  efforts  were  made  to  secure  the  patients'  full  cooperation 
and  faithful  adherence  to  prescribed  treatment.    The  control  group  was  referred 
to  their  usual  sources  of  medical  care;  however,  these  subjects  were  seen 
annually  at  HDFP  clinics  and  most  were  under  drug  treatment  throughout  the  5- 
year  followup  period. 

Even  so,  after  five  years,  the  clinic  patients  had  a  17  percent  lower 
mortality  rate  from  all  causes  than  did  the  control  group  and  an  18  percent 
lower  mortality  rate  from  cardiovascular  disease.    Especially  gratifying  were 
the  results  achieved  by  the  clinics  among  patients  with  borderline  to  mild 
hypertension  (diastolic  pressures  of  90-104).    Clinic  patients  had  a  20  percent 
lower  mortality  rate  from  all  causes  than  did  those  receiving  conventional  care 
at  facilities  in  the  community  and  had  a  26  percent  lower  mortality  rate  from 
cardiovascular  disease. 

Whether  to  treat  mild  hypertension  has  long  been  a  controversial  question 
in  the  medical  community.    The  HDFP  results  demonstrated  unequivocally  that 
effective  treatment  of  mild  hypertension  can  prolong  life  and  that  the  health 
benefits  clearly  outweigh  any  attendant  risk  of  side  effects  in  drug-treated 
patients. 

The  Multiple  Risk  Factor  Intervention  Trial  involves  nearly  13,000  men  at 
heightened  risk  from  coronary  heart  disease  because  of  various  combinations  of 
elevated  blood  cholesterol,  elevated  blood  pressure,  and/or  cigarette  smoking. 
Any  one  of  these  factors  roughly  doubles  CHD  risk,  and  the  presence  of  all 
three  may  run  it  up  by  a  factor  of  ten  or  more.    We  are  hopeful  that  systematic 
modification  of  these  factors  over  a  6-year  period  will  produce  substantial 
reductions  in  that  risk  and  will  be  reflected  in  lowered  CHD  mortality  rates. 

In  1977  the  Institute  provided  funds  to  initiate  large-scale  Statewide 
Demonstration  Projects  in  hypertension  education,  screening,  and  control  in 
California,  Connecticut,  Maryland,  and  South  Carolina.    Similar  projects  have 
since  been  funded  in  Georgia,  Maine  and  Michigan.    The  goals  of  these  projects 
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are  to  provide  expansion  and  effective  coordination  of  ongoing  education, 
screening,  and  treatment  activities  so  as  to 

avoid  needless  duplication  or  fragmentation  of  effort  while  insuring  the 
availability  of  effective  methods  of  hypertension  detection  and  control,  not 
only  to  communities  throughout  the  state  but  to  rural  areas  as  well.    It  is 
also  hoped  that  the  experience  of  these  states  may  provide  encouragement  and 
possible  models  for  other  states  desiring  to  undertake  similar  programs. 

The  Institute  also  is  funding  demonstration  projects  concerned  with 
hypertension  detection  and  control  in  the  work  setting  at  four  Ford  plants  in 
Southeastern  Michigan,  five  Westinghouse  plants  around  the  U.S.,  and  among 
Maryland  state  employees  in  Baltimore.    Pilot  evaluation  studies  of  hypertension 
control  in  communities  with  a  high  prevalence  of  the  disease  have  been  initiated 
in  Detroit;  Berkeley,  California;  and  also  in  rural  areas  of  North  Carolina, 
Georgia,  and  Kentucky. 

The  numerous  effective  drugs  for  blood-pressure  control  and  increased 
efforts  to  identify  the  hypertensive  and  get  him  under  treatment  are  of  little 
value  if  the  hypertensive  patient  does  not  adhere  to  the  regimen  prescribed  by 
his  doctor. 

The  Institute  is  actively  engaged  in  behavorial  research  .relating  to 
patient  compliance  with  prescribed  antihypertensive  regimens.    We  want  to  leam 
why  so  many  patients  discontinue  their  medications  altogether  or  take  them  too 
sporadically  to  achieve  adequate  blood  pressure  control,  and  we  are  seeking 
behavioral  approaches  that  show  promise  for  improving  adherence. 

We  are  learning  that  poor  compliance  is  even  more  prevalent  than  many 
physicians  suppose,  is  not  limited  to  people  in  lower  socioeconomic  strata,  and 
is  seldom  due  to  any  sort  of  conflict  between  patient  and  doctor.    Drug  side 
effects  or  the  cost  of  medications  are  less  often  the  chief  causes  of  noncompliance 
that  is  generally  assumed,  and  giving  the  patient  more  information  on  his 
disease  and  on  the  need  for  continuous  treatment  is  not  necessarily  a  certain 
means  of  assuring  better  compliance. 

Last  year  an  Institute-sponsored  working  group  met  to  address  some  of 
these  problems,  to  define  critical  behaviors  in  the  long-term  management  of 
high  blood  pressure,  and  to  develop  guidelines  for  health  professionals. 
Critical  behaviors  included  decision  making  with  respect  to  blood  pressure 
control,  taking  medication  as  prescribed,  monitoring  progress  toward  the  blood 
pressure  goal,  and  resolving  problems  blocking  achievement  of  that  goal,  Their 
report,  a  synthesis  of  the  best  available  theory  and  practice  in  this  problem 
area,  should  be  helpful  in  dealing  with  the  single  most  formidable  barrier  to 
further  reductions  in  death  and  disability  from  hypertension  and  associated 
disorders. 

National  High  Blood  Pressure  Education  Program 

Coordinated  by  NHLBI,  the  National  High  Blood  Pressure  Education  Program, 
since  its  inception  in  1972,  has  carried  out  a  wide  range  of  activities  concerned 
with  alerting  health  professionals  and  the  general  public  to  the  wide  prevalence 
of  hypertension,  the  dangers  that  uncontrolled  hypertension  poses  to  the  victim's 
health  and  life,  and  the  benefits  of  early  detection  and  adequate  treatment. 
The  program  enjoys  the  support  and  cooperation  of  numerous  federal  agencies, 
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150  or  irore  national  organizations,  and  virtually  all  state  health  departments. 
Its  success  has  been  reflected  in  sharp  decreases  in  the  numbers  of  hypertens- 
ives unaware  of  their  disease,  by  dramatic  increases  in  patient  visits  for 
hypertension  and  in  prescriptions  written  for  blood-pressure  drugs,  and  by 
substantial  increases  in  the  numbers  of  hypertensive  patients  whose  blood 
pressure  is  under  adequate  control. 

As  noted  previously,  blacks  are  more  likely  to  develop  hypertension  than 
are  whites  and  also  are  more  likely  to  be  hit  harder  by  serious  manifestations 
of  the  disease.    This  fact  has  provided  the  impetus  for  intensified  efforts  by 
the  Program  to  increase  activities  concerned  with  hypertension  information, 
screening,  detection,  and  control  in  the  black  community.    An  important  step 
toward  this  goal  was  convening  a  National  Black  Health  Care  Providers  Task 
Force.    It  included  representatives  from  the  National  Medical  Association, 
Congressional  Black  Caucus,  National  Black  Nurses  Association,  National 
Pharmaceutical  Association,  National  Bar  Association,  National  Dental  Associa- 
tion, Student  National  Medical  Association,  Student  National  Pharmaceutical 
Association,  and  the  National  Heart,  Lung,  and  Blood  Institute.    The  purpose 
of  the  Task  Force  was  to  advise  the  Institute  on  proposed  or  desirable  activities 
and  to  deal  with  identified  barriers  to  effective  cooperation  toward  achievement 
of  program  goals. 

Conclusion 

Although  current  knowledge  allows  neither  prevention  nor  cure  of  essential 
hypertension,  research  over  many  years  has  yielded  a  large  body  of  information 
about  blood  pressure  control  mechanisms  and  seme  of  the  derangements  that  occur. 
It  has  yielded  effective  means  for  identifying  potentially  curable  secondary 
forms  of  high  blood  pressure  and  for  searching  out  the  few  persons  most  likely 
to  benefit  from  surgery  or  other  definitive  therapy.    It  has  led  to  the  develop- 
ment of  many  drugs  that  are  very  useful  for  controlling  blood  pressure  of  all 
degrees  of  severity  and  agreement  that  such  drugs  can  prevent  complications 
and  save  and  prolong  lives.    Of  particular  importance  is  the  recent  demonstra- 
tion of  the  importance  of  controlling  even  the  "mild"  hypertensive. 

Continued  research  may  yield  even  safer,  more  effective  drugs  or,  preferably, 
preventive  measures  that  may  eliminate  high  blood  pressure  and  its  consequences 
as  major  causes  of  illness,  disability,  and  death  in  the  United  States  and 
around  the  world.    In  the  meantime,  ongoing  public  and  professional  educational 
activities  of  the  National  High  Blood  Pressure  Education  Program  continue  to 
foster  increased  application  of  our  current  knowledge  that  is  so  valuable  for 
the  control  of  hypertension,  so  that  growing  numbers  of  hypertensives  will 
become  aware  of  their  disorder  and  motivated  to  adhere  to  prescribed  treatment 
regimens. 
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Health  Services  Administration 
Bureau  of  Community  Health  Services 
HYPERTENSION 

Section  317  of  Title  III  of  the  Public  Health  Service  Act 
provides  project  grants  to  State  health  authorities  to  assist 
them  in  meeting  the  costs  of  establishing  and  maintaining 
programs  for  the  screening,  detection,  aiagnosisf  prevention, 
referral  linkages  and  follow-up  on  compliance  with  treatment 
prescribed  for  hypertension.     Emphasis  is  placed  on  targeting 
services  to  high  risk  populations.     This  effort  will  benefit 
thousands  of  persons  who  might  otherwise  remain  undiagnosed, 
and  who  have  definite  high  blood  pressure  and  face  significant 
risk  of  heart  attacks,  stroke  and  kidney  failure.     High  blood 
pressure  accelerates  the  development  of  arteriosclerosis  and 
thus  is  a  very  significant  factor  in  heart  attack  deaths  that 
occur  each  year.     Through  the  application  of  proven  technology, 
it  is  often  possible  to  prevent  premature  death  and  disability 
associated  with  high  blood  pressure.     Also,  treatment  in  the 
early  stages  of  the  disease  is  much  less  costly  than  treatment 
of  complications  that  occur  in  later  stages. 

In  addition  to  persons  (estimated  at  35  million)  who  have 
definite  high  blood  pressure,  approximately  25  million  persons 
in  the  US  have  borderline  hypertension  and  probably  require 
regular  surveilance,  or  control.     Control  refers  to  sustaining 
blood  pressure  at  a  safe  level  through  continuity  of  care  and 
maintenance  of  therapy. 

In  1980,  the  program  was  changed  from  an  entitlement  formula 
grant  to  a  project  grant  program  and  increased  to  a  funding 
level  of  $20  million.     The  same  level  was  approved  in  1981. 
The  increased  funding  has  been  used  to  assist  States  to  begin 
moving  beyond  basic  administrative  support  and  to  begin 
targeting  services  specifically  to  designated  high  risk 
populations  and  to.  begin  establishing  systems  of  assurance 
based  upon  population  identification,  improved  aata  base  and 
management  systems,  monitoring,  follow-up  and  referral  linkages 
with  physicians  and  other  Federal,  State  and  local  voluntary 
agencies.     The  program  works  closely  with  the  National  Heart, 
Lung  and  Blood  Institute  of  the  National  institutes  of  Health, 
who  provide  leadership  in  applying  research  findings  in 
clinical  management  and  physician/patient  aspects  of 
hypertension  control. 
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In  1982,  the  funding  level  will  be  requested  at  $25.9  million 
in  order  to  assist  states  to  continue  the  development  and 
expansion  of  assurance  and  referral  systems.     Also  in  1982, 
tnrough  a  joint  HSA-NIH  demonstration  program,  it  will  conduct 
5  high  blood  pressure  control  demonstration  projects  in 
Community  Health  Centers.     Four  projects  will  involve  a 
predominately  black  target  population  and  one  project  will 
involve  a  predominately  hispanic  target  population. 

By  March  31,  1984,  systems  should  be  in  place  to  assure  that 
screening,  diagnosis  and  follow-up  are  available  to  at  least  91 
percent  of  the  target  population  every  two  years. 
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OFFICE  OF  THE  ASSISTANT  SECRETARY  FOR  HEALTH 
National  Center  for  Health  Statistics 
HYPERTENSION 


The  total  prevalence  of  hypertension  in  the  United  States 
population  6-74  years  of  age  was  determined  in  the  National 
Health  and  Nutrition  Examination  Survey  (NHANES  I)  of  1971-1974 
with  further  data  on  hypertensive  heart  disease  obtained  on 
adults  25-74  years  of  age.     These  NHANES  studies  also  permit 
comparison  of  blood  pressure  levels  over  time,  providing  popu- 
lation based  broad  program  evaluation  information  as  well  as 
data  for  epidemiologists  studying  the  decrease  in  cardiovascular 
related  mortality  rates. 

In  the  present  examination  program  on  the  probability 
sample  of  the  population  6-74  years,  the  prevalence,  severity 
and  person's  awareness  of  their  hypertensive  condition  is  again 
being  determined  as  an  aid  to  the  National  Hypertension  Control 
and  Research  programs  in  monitoring  progress  in  the  control  of 
this  condition. 

During  197  4  the  National  Health  Interview  Survey  collected 
data  on  hypertension  for  persons  17  years  of  age  and  over  in 
the  civilian,  noninstitutionalized  population  of  the  United 
States.     The  National  High  Blood  Pressure  Education  Program  was 
a  major  impetus  for  collection  of  these  data  to  aid  in  their 
goal  to  lower  the  morbidity  and  mortality  associated  with 
hypertension.     These  data  show  that  22,626,000  persons,  or  16.8 
percent  of  the  adults  in  the  United  States,  have  hypertension. 
Also  available  are  data  on  this  hypertensive  population  by 
selected  demographic  characteristics,  physician  visits  for 
diagnosis  and  treatment  of  hypertension;  use  of  blood  pressure 
tests,  electrocardiograms,  chest  x-rays,  antihypertensive 
medicines,  and  table  salt;  and  weight  control  and  cigarette 
smoking  practices.     Data  on  bed -disability  days  associated  with 
hypertension,  history  of  hypertension-related  illnesses,  and 
availability  of  life  and  health  insurance  coverage  were  also 
obtained.     Hypertension  data  were  also  collected  in  the  1978 
and  1979  surveys.     A  detailed  discussion  of  the  extent  of  the 
problem  of  hypertension,  including  factors  which  increase  the 
risk  of  hypertension,  appears  in  Health  -  United  States, 
1976-1977. 
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LONG-TERM  CARE 
Obligations 


Public  Health  Service: 

Alcohol,  Drug  Abuse  and 
Mental  Health 
Administration  

Health  Resources 
Administration : 
Bureau  of  Health 

Professions  

Bureau  of  Health 

Facilities  

TOTAL,  HRA  

Office  of  the 

Assistant  Secretary 
for  Health  

TOTAL,  PHS  

Health  Care  Financing 
Administration  

TOTAL  


1978 
Actual 


250,000 


1,707,158 

3,773,000 
5,480,158 


1979 
Actual 


250,000 


3,217,235 
3,217,235 


1980  1981 
Actual  Estimate 


250,000 


510,852 
510,852 


250,000 


846,137 
846,137 


1982 
Estimate 


250,000 


576,660 
576,660 


1,307,099  1,128,191  1,393,000  1,300,000  1,400,000 

7,037,257  4,595,426  2,153,852  2,396,137  2,226,660 

2,149,010  3,800,000  11,900,000  11,900,000  11,900,000 

9,186,267  8,395,426  14,053,852  14,296,137  14,126,660 
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ALCOHOL,  DRUG  ABUSE,  AND  MENTAL  HEALTH  ADMINISTRATION 
National  Institute  of  Mental  Health 

LONG  TERM  CARE 


Since  the  early  1960's,  mental  patients  deemed  no  longer  in 
need  of  active  psychiatric  treatment  have  been  transferred  from 
public  mental  hospitals  to  congregate  care  facilities,  skilled 
nursing  homes  and  intermediate  care  facilities.  Provisional 
estimates  from  the  1977  National  Nursing  Home  Survey  conducted  by 
the  National  Center  for  Health  Statistics  (NCHS)  indicate  that  of 
1,287,400  nursing  home  residents  in  1977,  23  percent  had  a 
primary  diagnosis  of  either  mental  disorder  or  senility  without 
psychosis.  Despite  this  number  of  residents  requiring  mental 
health  services,  most  nursing  and  boarding  facilities  have  few  or 
no  staff  trained  to  work  with  mentally  disabled  persons.  Most  of 
NIMH  activities  in  the  field  of  long  term  care  seek  to  address 
this  problem.  Its  approach  is  based  on  the  observation  of 
programs  in  various  communities  that  have  had  demonstrable 
success  with  a  network  of  community  based  facilities,  as  opposed 
to  the  large  remote  facilities  of  public  hospitals. 

Major  activities  addressing  the  issues  of  long  term  care 
within  the  Institute  are  concentrated  within  the  NIMH  Division  of 
Mental  Health  Service  Programs.  Some  of  these  activities  are 
merged  with  programs  established  for  the  chronically  mentally 
ill,  such  as  the  Community  Support  Program.  The  activities 
discussed  below  are  those  specifically  concerned  with  long  term 
care  in  institutional  settings. 

Under  contract  with  the  Health  Care  Financing  Administration 
(HCFA) ,  NIMH  has  been  assessing  the  quality  of  care  provided  to 
long  term  patients  in  mental  hospitals  which  participate  in  the 
medicare  and  medicaid  programs.  In  FY  1980,  the  number  of 
quality  assessment  surveys,  consultation  visits  and  special 
problem  area  consultations  expanded  during  the  year  with  the 
result  that  services  in  many  facilities  have  improved.  A 
monograph  produced  in  collaboration  with  HCFA  on  the  subject  of 
appropriate  discharge  planning  has  served  to  heighten  the 
professional  community's  awareness  of  elements  of  good  discharge 
planning  for  long  term  patients  and  has  been  in  great  demand. 

Other  collaborative  activities  with  HCFA  include  analysis  of 
revised  regulations  for  hospitals  and  nursing  homes.  NIMH 
offered  specific  criticisms,  comments  and  suggestions  regarding 
these  regulations  as  they  apply  to  the  long  term  care  problems  of 
mentally  disabled  individuals. 

The  Nursing  Home  Improvement  Program  of  the  Institute  has 
created  short-term  training  programs  in  mental  health  for  staffs 
of  nursing  homes.  This  program  has  developed  through  the 
mechanism      of      contracts      with      educational  institutions, 
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professional  organizations,  and  service  agencies.  In  FY  1980, 
this  program  has  continued  to  foster  training  activities  in 
collaboration  with  the  American  College  of  Nursing  Home 
Administrations,  using  a  continuing  education  model  in  order  to 
upgrade  the  quality  of  mental  health  care  provided  in  these 
settings . 


HEALTH  RESOURCES  ADMINISTRATION 
Bureau  of  Health  Facilities 
LONG-TERM  CARE 

Long-term  care  facilities  have  been  an  important  element 
since  the  early  years  of  the. Hill-Burton  program.     From  the 
mid-1950' s  until  the  signing  of  P.L.   93-641  in  January,  1975, 
long-term  care  facilities  were  assisted  under  separate  "chronic 
disease  hospitals"  and  "skilled  nursing  homes"  appropriation 
categories  or  a  combined  "long-term  care"  category.     Long-term  care 
units  of  hospitals  were  included  in  these  categories.     As  of 
September  30,   1978,  1,868  long-term  care  projects  had  been  assisted 
with  $581  million  in  grant  funds. 

Public  Law  93-641,   signed  on  January  4,   1975,  and  P.L.  96-79 
signed  on  October  4,  1979,  extended  and  extensively  revised  the 
Hill-Burton  program.     Nursing  homes  are  no  longer  being  aided  under 
a  separate  long-term  care  formula  grant  category.     However,  they  are 
eligible  under  three  programs  of  grant  assistance:      (1)  project 
grants  for  construction  and  modernization  projects  designed  to 
prevent  or  eliminate  safety  hazards  in  medical  facilities  and  to 
assure  compliance  with  State  or  voluntary  licensure  or  accreditation 
standards   (Section  1610a),  and   (2)   conversion  of  existing  facilities 
into  outpatient  medical  facilities  or  facilities  for  long-term  care 
to  provide  services  for  underserved  populations.     The  same  facilities 
are  also  eligible  for  loans  or  loan  guarantees   (interest  subsidy  if 
in  poverty  areas)   and  also  those  long-term  care  facilities  needing 
construction  in  areas  which  have  experienced  recent  rapid  population 
growth.     No  loans  or  loan  guarantees  have  been  made  under  this 
authorization  and  none  are  expected  to  be  made  in  1982.     Section  1610a 
project  applications  have  already  been  received  for  the  $51.3  million 
appropriated,  of  which  five  long-term  care  projects  have  received 
$8,767,173.      (3)  A  third  grant  program,   specifically  for  demonstration 
of  conversion  or  discontinuance  of  unneeded  acute  care  capacity,  was 
added  by  P.L.   96-79.     No  funds  have  been  requested  for  this  program 
in  1982. 
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HEALTH  RESOURCES  ADMINISTRATION 

Bureau  of  Health  Professions 

LONG  TERM  CARE 

Allied  health  special  projects  authority  funded 
projects  in  long-term  care  through  FY  1978.     The  activities 
under  this  program  were  transferred  out  of  the  Division  in 
FY  1979.     No  further  funding  is  projected  for  long-term 
care . 
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OFFICE  OF  THE  ASSISTANT  SECRETARY  FOR  HEALTH 
National  Center  for  Health  Services  Research 
LONG-TERM  CARE 


The  National  Center  for  Health  Services  Research   (NCHSR) , 
which  has  as  its  mission  the  development  of  research  efforts 
to  improve  the  health  status  of  the  total  population,  has 
included  as  an  integral  part  of  its  program,  health  services 
research  issues  relating  to  both  acute  and  long-term  care 
for  the  aged.     The  NCHSR  defines  long-term  care  to  include  all 
forms  of  services  required  by  people  with  chronic  health  condi- 
tions.    Such  conditions  may  be  experienced  at  any  age  as 
recurrent  or  persistent  symptoms,  illnesses,  disabilities  or 
impairments  which  are  either  incurable  or  which  last  for 
prolonged  periods   (e.g.  3  months  or  more) . 

Early  and  Pioneering  Research 

The  National  Center  for  Health  Services  Research  produced 
the  basic  elements  of  measurement  in  long-term  care  that  have 
become  standard  in  the  field.     NCHSR  supplied  the  moving  force 
in  its  early  days  to  investigators  such  as  Sidney  Katz  and 
Paul  Densen  in  their  investigations  which  produced  the  Activi- 
ties of  Daily  Living   (ADL)   and  the  Patient  Classification 
System  for  Long-Term  Care.     Moreover  it  sponsored  some  of  the 
early  and  best  work  in  the  field  of  outcomes  of  care  for  the 
chronically  ill  in  Dr.  Katz's  classic  study  on  the  effects  of 
continued  care. 

Research  Currently  Under  Way  and  Planned 

Among  projects  now  under  way  are  the  following: 

0     Impacts  of  a  Nursing  Home  Incentive  System 

A  system  has  been  designed  which  provides  financial 
incentives  to  nursing  homes  for  accomplishing  three 
socially  desirable  long-term  care  goals:  admission 
of  very  dependent  patients;   improvement  of  patient 
outcomes;  and  appropriate  discharge.     A  controlled 
experiment  using  most  of  the  privately  owned  nursing 
homes  in  San  Diego  county  has  been  mounted  and  is  now 
in  the  baseline  data  collection  phase.  Findings 
will  compare  effects  of  the  reimbursement  system  of 
case  mix,  outcomes,  discharges,  and  costs  between  a 
treatment  and  control  group. 
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°     Identification  of  Policy  Sensitive  Subgroups  of 
Chronically  111  Elderly 

Data  sets  from  five  previously  conducted  panel 
studies  of  chronically  ill  patients  are  being 
merged  for  analysis  to  identify  primary,  secondary, 
and  policy  determinants  of  outcomes.  Subgroups 
will  be  identified  for  whom  various  types  of  health 
care  interventions  appear  to  be  effective  in 
producing  outcome  benefits,  as  well  as  those  for 
whom  such  interventions  appear  to  be  inappropriate. 

Dissemination  Activities 

The  Center  conducts  a  varied  program  of  dissemination  to 
convey  the  findings  of  relevant  research  to  the  national 
community  and  to  special  audiences.     Publications  are  issued 
and  workshops  are  held.     Two  recent  workshops  were  conducted 
on  long-term  care  designed  for  policy  leaders  and  program 
managers  in  State  and  local  areas.     Summaries  of  the  findings 
of  recent  research  were  prepared  for  these  workshops. 

Impact  of  Center  Activities 

NCHSR' s  long-term  care  projects  have  been  effective  in 
gaining  widespread  attention  in  congressional  testimony, 
professional,  technical,  and  lay  dissemination  mediums,  and 
direct  expression  to  State  and  Federal  policymakers.  Their 
contribution  to  improved  quality  of  care  of  the  chronically  ill 
and  functionally  disabled  has  come  in  helping  to  ensure  that 
scarce  resources  are  spent  in  ways  which  will  achieve  greatest 
effectiveness  and  efficiency. 

A  Future  Agenda 

Despite  the  major  thrust  in  recent  years  in  development 
of  noninstitutional  long-term  care  alternatives,  nursing  homes 
continue  to  be  a  necessary  mode  of  care  in  the  long-term  care 
continuum.     More  than  1  million  persons  reside  in  nursing  homes 
at  the  present  time  and  utilization  rates  have  increased 
recently.     Yet  disincentives  in  the  reimbursement  system  dis- 
courage admission  of  the  most  appropriate,  heavy  care  needing 
patients  while  encouraging  admission  of  inappropriate,  light 
care  patients.     NCHSR  is  conducting  a  study  which  will  test  a 
system  of  reimbursement  designed  to  provide  positive  incentives 
to  the  nursing  home  administrator  to  encourage  him  to  provide 
appropriate  care,  and  to  make  discharges  appropriately. 

Long-term  care  priorities  of  NCHSR  focus  principally  on 
(1)  the  classification  and  assessment  of  patients;    (2)  finding 
cost  effective  ways  to  deliver  care  to  them;    (3)  designing  and 
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testing  effective  and  efficient  ways  to  finance  their  care; 
and  (4)  comparing  the  costs  and  effects  of  various  long-term 
care  policy  options.     These  priorities  are  consistent  with 
NCHSR's  overall  objectives  of  improving  effectiveness  and 
efficiency  of  the  health  care  delivery  system. 

Consistent  with  its  general  approach  to  specific  agenda 
development,  the  Center  will  confer  with  policy  leaders  and 
program  managers  to  identify  particular  problem  areas  requiring 
further  investigation. 

The  Center  will  also  continue  its  plans  to  disseminate 
the  results  of  research  to  target  audiences. 


78-363  0-81-32 


496 


HEALTH  CARE  FINANCING  ADMINISTRATION 
Long  Term  Care 


The  Health  Care  Financing  Administration  (HCFA)  conducts 
a  program  of  research,  demonstrations  and  evaluations  in  long 
term  care,  particularly  as  it  relates  to  the  populations  and 
services  covered  by  Medicare  and  Medicaid.  The  Office  of 
Research,  Demonstrations  and  Statistics  (ORDS),  HCFA,  is 
responsible  for  these  activities. 

The  major  objectives  are  to: 

Address  issues  in  major  long  term  care  systems  reform 
through  demonstrations  of  alternatives  in: 

o  Organization  and  delivery  systems 

o  LTC  service  packages  and  benefit  changes 

o  Financing  and  reimbursement  systems 

o  Quality  and  utilization  control  techniques 

Develop  data  and  analyses  based  on  long  term  care 
providers  and  clients: 

o  Industry  data  -  economics,  behavior 

o  Demand  and  utilization  of  long  term  care  services 

o  Study  of  State  and  local  initiatives 

o  Comparative  analyses 

o  Client  characteristics 

.  DEMONSTRATION  ACTIVITIES 

In  1 9 S Q ,  HCFA  continued  a  number  of  ongoing  demonstrations  and 
approved  several  new  projects. 

A  number  of  demonstrations  are  aimed  at  the  development  of 
community-based  and  in-home  delivery  systems  for  long  term 
care  services.     These  projects  focus  on  the  coordination  and 
management  of  an  appropriate  mix  of. health  and  social  services 
directed  at  individual  client  needs.     Research  and  demonstration 
projects  are  underway  to  examine  the  effects  of  revising 
benefits  and  eligibility  criteria  which  currently  place 
restrictions  on  admissions  to  nursing  homes  and  hospices,  often 
producing  system  inefficiencies.     Studies  and  demonstrations 
are  being  conducted  to  assess  the  impact  of  new  reimbursement 
strategies  to  promote  cost  containment  and  foster  quality  of 
care.     Efforts  are  also  underway  to  identify  more  effective 
long  term  care  quality  assurance  techniques  and  to  improve 
the  statistics  and  baseline  information  upon  which  future 
assessment  of  needs,  problem  identification  and  policy  decisions 
will  be  based. 
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Specifically,  HCFA  is  supporting  demonstrations  which  emphasize 
the  following  areas: 

1 .  Organization  and  delivery  of  long  term  care  services  at  the  , 
State  or  community  level,  including  management  of  services 
by  providers,  new  configurations  of  service  settings  and 
management  of  the  service  needs  of  individuals. 

2.  The  provision  of  service  packages  to  determine  what 
packages  of  health  and  social  services  are  most  appropriately 
funded  by  the  patient,  private  insurance,  welfare-based 
programs  or  social  insurance  at  the  State  and  Federal 
level. 

3.  Innovative  reimbursement  methods  which  would  test  new 
ways  to  pay  providers  of  services  in  order  to  promote 
cost-effectiveness  and  the  development  of  added  services  in 
areas  of  identified  need. 

4.  Testing  the  impact  of  changes  in  the  current  methods  of 
regulating  quality  of  care  in  institutional  and  community 
settings . 

5.  Testing  financing  of  services  with  private  insurers  or  HMOs 
to  determine  whether  a  health  care  benefit  can  be  designed 
to  include  sufficient  support  services  to  maintain  the  aged 
and  the  disabled  in  the  least  restrictive,  most  cost-effective 
setting . 


NEW  DEMONSTRATION  PROJECTS  AND  INITIATIVES  -  1980 

National  Long  Term  Care  Demonstration  Program 

In  FY  1980  Congress  appropriated  $20.5  million  to  support  the 
National  Long  Term  Care  Demonstration  Program.     This  intradepart- 
mental  effort  was  launched  in  an  attempt  to  test  the  ability  of 
community-based  long  term  care  projects  to  address  many  of  the 
inefficiencies  in  the  existing  long  term  care  system  and  assess 
the  factors  which  influence  their  structure.     $10.5  million  was 
appropriated  to  HCFA  and  $10  million  was  appropriated  to  the 
Administration  on  Aging  (AoA)  for  this  initiative. 

The  program  is  an  intradepartmental  effort  which  includes  the 
close  cooperation  of  HCFA,  AoA,  the  Public  Health  Service,  and 
the  Office  of  the  Assistant  Secretary  for  Planning  and  Evaluation 
(ASPE)  which  was  designated  the  lead  agency  in  the  effort.  A 
steering  committee  of  senior  policy  officials  in  these  agencies 
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has  been  established  under  the  chairmanship  of  ASPE  to  set 
broad  goals  and  provide  policy  guidance  regarding  the  program. 
A  management  team  has  also  been  established,  composed  of  senior 
staff  in  each  participating  agency,  which  has  responsibility 
for  providing  technical  direction  and  management  on  all  aspects 
of  the  program. 

On  September  30,  1980,  the  Department  announced  implementation 
of  the  program,  which  includes  the  following  four  components: 

1 .  Channeling  Demonstrations 

Twelve  States  were  awarded  contracts  to  conduct  Channeling 
demonstrations . 

The  term  "Channeling"  refers  to  the  organizational 
structures  and  operating  systems  required  in  a  community  to 
make  sure  a  client  receives  needed  long  term  services.  The 
primary  elements  of  this  concept  are:   1)  case  finding;  2) 
comprehensive  client  assessment;  3)  case  management;  and  4) 
monitoring  and  reassessment. 

Of  the  12  Channeling  demonstrations,  6  are  being  monitored 
by  HCFA  (Maryland,  Maine,  Pennsylvania,  Kentucky,  Texas  and 
Hawaii),  and  6  are  being  monitored  by  the  Administration  on 
Agifig  (Florida,  Massachusetts,  Missouri,  New  Jersey,  New 
York  and  Ohio) . 

2.  Evaluation  Contract 

Each  project  will  collect  data  in  a  uniform  manner  for  use 
in  the  Department's  national  evaluation  of  the  program. 
The  evaluation  will  collect  uniform  data  on  client  character- 
istics, outcomes  and  costs.     The  evaluation  contractor  is 
Mathematica,  Inc. 

3.  Technical  Assistance  Contract 

A  Technical  Assistance  contract  has  been  let  to  provide 
support  to  the  12  demonstration  projects  in  developing 
uniform  assessment  and  data  collection  procedures.  The 
technical  assistance  contractor  is  Temple  University  Institute 
of  Gerontology. 

4.  State  System  Development  Grants 

Fifteen  States  have  received  1-year  System  Development  Grants. 
This  grant  program,  which  is  intended  to  help  States  build 
their  capacity  to  plan,  coordinate  and  manage  the  allocation 
of  long  term  care  resources,  will  terminate  at  the  end  of 
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of  FY  1981.     The  system  development  program  parallels  Task 
I  of  the  State  Long  Term  Care  Channeling  Demonstration 
contracts . 

The  System  Development  Grants  are  being  monitored  by  AoA. 
The  Evaluation  and  Technical  Assistance  contracts  will  be 
jointly  monitored  by  teams  comprised  of  representatives  from 
ASPE,  HCFA  and  AoA. 

Social  HMO 

The  concept  of  providing  a  continuum  of  medical  and  health 
services  to  an  elderly  population  within  an  HMO  context  is 
being  tested  by  Brandeis  University.     The  activities  that  will 
take  place  in  this  3-year  project  are  the  development  of  a 
demonstration  and  evaluation  protocol  for  the  Social  HMO 
concept,  the  selection  of  and  developmental  assistance  to  three 
sites,  and  the  implementation  of  the  Social  HMO  demonstration. 

Nursing  Home  Survey  and  Certification 

Two  additional  projects  which  streamline  the  nursing  home  survey 
and  certification  process  were  started  in  FY  1980..    In  New  York 
State,  the  goal  is  to  focus  survey  efforts  on  homes  that  have 
had  trouble  in  the  past  complying  with  Medicare/Medicaid 
medical  review  and  independent  professional  review  regulations. 
The  Massachusetts  project  concentrates  surveyor  time  on  nursing 
homes  that  do  not  meet  all  Medicare/Medicaid  conditions  of 
participation.'   A  joint  evaluation  of  these  projects  is  planned. 

Independent  Living  Initiative 

The  Interagency  Independent  Living  Initiative  was  started  in  FY 
1980.     It  will  coordinate  seven  governmental  programs  for- the 
purpose  of  expanding  current  State  independent  living  program 
capabilities  for  three  groups  of  handicapped  people  who  have 
traditionally  been  served  through  separate  authorities  at  • 
Federal,  State  and  local  levels.     These  are  the  physically, 
developmentally  and  mentally  disabled  (including  the  chronically- 
mentally  ill).     The  following  Federal  agencies  have  committed 
funds  and  support  for  this  3-year  initiative:     ACTION  (VISTA); 
Community  Services  Administration;  Department  of  Health  and 
Human  Services;  Department  of  Labor;  Department  of  Transportation 
Department  of  Housing  and  Urban  Development,  and  the  Department 
of  Education.     The  Department  of  Health  and  Human  Services  has 
been  designated  the  lead  agency.     The  Health  Care  Financing 
Administration  will  carry  out  this  leadership  role. 
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Illinois  Long  Term  Care  Voucher  Experiment  for  the  Elderly 

This  project  will  establish  a  voucher  system  of  financing  the 
personal  care  and  maintenance  services  believed  essential  for 
400  elderly  individuals  with  moderate  to  severe  functional 
impairment.     The  purpose  of  the  project  is  to  determine  the 
costs,  benefits  and  administrative  feasibility  of  providing 
long  term  care  under  this  system.     The  amount  of  each  client's 
voucher  will  be  based  on  his/her  degree  of  functional  impairment. 
With  the  voucher  account,  the  client  will  be  able  to  purchase 
care  from  any  provider  in  the  area  as  well  as  from  informal 
providers.     The  project  is  not  yet  operational,  pending  completion 
of  certain  requirements. 

ONGOING  DEMONSTRATION  PROJECTS  -  1980 

Florida  Ancillary  Community  Care  Services 

The  purpose  of  this  project  is  to  establish  in  five  Florida 
counties  a  model  of  preventive,  maintenance  and  restorative 
health  care  systems  for  Medicaid  eligibles,  noninstitut ionalized , 
functionally  impaired  persons  aged  60  and  over. 

The  project,  which  is  currently  operational  in  one  site 
(DuVall  County),  will  build  incrementally  on  the  experience  at 
that  site  to  develop  the  remaining  four  sites  by  the  end  of 
1981.     When  fully  operational  the  project  expects  to  serve 
approximately  1000  individuals. 

New  York  State,  Long  Term  Care  Home  Health  Care  Program — 
Nursing  Home  Without  Walls 

The  New  York  State  Long  Term  Home  Health  Care  Program  (LTHHCP), 
also  known  as  the  "Nursing  Home  Without  Walls"  Program,  was 
established  by  the  State  legislature  to  become  effective  April 
1,  1978.     The  program  provides  for  a  voluntary  alternative  to 
institutionalization  for  Medicaid  clients  who  meet  the  medical 
criteria  for  skilled  nursing  facilities  (SNFs)  or  intermediate 
care  facilities  (ICFs).     A  maximum  expenditure  for  home  care 
has  been  set  at  75  percent  of  the  going  rate  in  a  locale  for 
SNF  or  ICF  levels  of  care  for  which  the  client  is  eligible. 
The  purpose  of  the  program  is  to  reduce  fragmentation  in  the 
provision  of  home  care  services  to  the  aged  and  disabled 
through  a  single  entry  system  which  coordinates  and  provides 
these  services  in  nine  sites  throughout  the  State.     The  project 
is  now  operational  at  each  of  the  nine  sites. 


501 


South  Carolina,  Community  Long  Term  Care  Project 

The  South  Carolina  Department  of  Social  Services  plans  to 
test  community-based  client  assessment,  services -coordination , 
and  provision  of  alternative  services;  and  to  develop  proposals 
for  possible  modification  of  the  State  Medicaid  program.  A 
major  goal  of  this  project  is  to  establish  a  community  network 
of  services  that  support  the  efforts  of  disabled  and  elderly 
individuals  to  remain  in  their  communities.     The  network  will 
have  a  self-sustaining  community  structure  without  a  separate 
coordinating  agency,  thereby  developing  an  integrated  model  for 
long  term  care  services.     The  existing  Medicaid,  Medicare  and 
Title  XX  services  will  be  coordinated  for  project  participants. 
The  project  is  operational  in  a  three-county  site. 

Texas,  "Modification  of  the  Texas  System  of  Care  for  the  Elderly: 
Alternatives  to  the  Institutionalized  Aged" 

The  Texas  Department  of  Human  Resources  ha3  initialed  a 
demonstration  as  a  result  of  a  State  legislative  mandate  to 
eliminate  unnecessary  and  inappropriate  utilization  of  nursing 
home  services.     On  March  1,  1980,  the  State  eliminated  one  of 
two  levels  of  ICF  care.     All  patients  in  the  eliminated  level 
of  ICF  care  will  receive  a  level  of  care  determination  and  will 
continue  to  receive  nursing  home  care  as  indicated.  However, 
for  a  patient  who  can  be  discharged  from  the  nursing  home, 
in-home  services  will  be  arranged  and  case  management  services 
will  be  provided. 

Triage:     Coordinated  Care  for  the  Elderly 

The  Triage  model  is  based  upon  a  single  entry  access  point  to  the 
health  delivery  system  for  elderly  persons.     The  demonstration 
project  tests  the  feasibility  and  effectiveness  of  service 
coordination  for  elderly  and  disabled  individuals  living  in  a 
seven  town  area  in  central  Connecticut.     The  project  is  designed 
to  build  an  appropriate  interface  between  client  and  multiple 
service  agencies,  whereby  care  is  organized  around  the  client 
and  the  available  resources. 

This  project  was  previously  funded  by  the  Department  in  1975  to 
carry  out  single  entry  client  assessment,  case  management  and 
community-based  care.     HCFA,  on  April  1,  1 979 , approved  a  2-year 
project  utilizing  the  same  demonstration  and  research  design  in 
order  to  obtain  needed  longitudinal  data  regarding  the  utilization 
and  cost  of  services  provided  to  this  group  of  patients  from  the 
inception  of  the  project.     Approximately  2000  individuals  have 
received  project  services. 
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a  descriptive  report  is  now  available  covering  tne  first  5 
years  of  tne  project's  operation  under  tne  National  Center  for 
riealtn  services  Kesearcn  (NCHSK)  sponsorsnip.     wCHSR  is  currently 
analyzing  tne  data  tapes  for  tne  first  5  years.     tJCHSK  will 
incorporate  tne  data  from  tne  current  hCFa  sponsored  project 
into  its  overall  evaluation  of  tne  total  project  period. 

San  Francisco,  Mt .  Zion  hospital  Long  Term  Care  Demonstration 
Design  ana  Development 

Tne  Mt.  Zion  hospital  and  Medical  Center  is  conducting  a  3-year 
Medicare  demonstration  under  Section  'd/d'd  of  tne  oocial  Security 
Act  to  implement  a  nospital-Dased  long  term  care  services 
delivery  system  in  a  designated  service  area.     Tnis  model 
Duilds  upon  components  of  Mt.   lion's  existing  geriatric  services. 
A  consortium  of  five  service  providers  under  tne  direction 
of  Mt.  Zion  will  cooperate  to  provide  a  range  of  nealtn  and 
social  services  to  tne  frail  elderly  in  tne  designated  catcnment 
area.     Tne  project  nas  received  waivers  to  provide  certain 
nealtn-related  and  social  services  wnicn  are  not  otnerwise 
provided  under  Medicare.     Now  operational,  tne  project  expects 
to  provide  services  to  approximately  3uu  participants. 

Long  Term  Care  Project  of  Mortn  San  Diego  County  \  California) 

Tnis  project  is  being  conducted  by  tne  Allied'  do^e  nealtn 
Association  wnicn  is  a  certified  Medicare  nome  nealtn  agency. 
Tnrougn  tne  project  a  comprenensive ,  coordinated  system  of  long 
term  care  will  oe  provided  for  Medicare  Denef iciaries  wno  are 
bt>  and  over.     Tne  nypotnesis  being  tested  is  tnat  a  coordinated 
system  of  long  term  care  service  delivery,   providing  continuity 
of  care  witn  a  wide  array  of  in-nome,  community-based,  and 
institutional  resources,  stressing  client  education  for  self-care 
and  client  participation  in  care  plan  development,  will  result 
in  clients  acnieving  and  maintaining  optimal  nealtn  status  and 
functional  independence  ana  will  assist  in  containing  tne 
overall  costs  of  nealtn  care.     Tne  project,  wnicn  oecame 
operational  in  January  1yd1,  will  serve  approximately  t?U0 
participants  living  in  Nortn  San  Diego  County.  . 

uregon  FIG  waiver  Continuum  of  Care  Project  for  tne  nlderly 

Tne  uregon  Department  of  numan  Resources  was  awarded  a  grant 
in  September  1y7y  to  test  tne  provision  of  alternative  community- 
based  services  to  tne  elderly  in  a  five-county  area  in  tne 
soutnwestern  part  of  tne  State.     Tne  two  components  of  tne 
project  -  FIG  (Flexible  Intergovernmental  Grant)  ano  tne 
section  1  1 1 1>  waivers  snare  tne  same  objective:     to  serve  tne 
elderly  more  appropriately  and  contain  Medicaid  costs.     Tne  FIG 
component  most  directly  addresses  service  delivery  deficiencies 
cue  to  uncoorainated ,  unintegrated  service  delivery  by  diverse 
agencies  serving  tne  elderly.     Tne  waiver  component  addresses 
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fiscal  imDalance  in  the  service  system  due  to  Federal  funding 
patterns  wnicn  encourage  maximum  utilization  of  institutionaliz- 
ation,    aacn  component  utilized  separately  will  impact  ootn 
proolems  to  some  extent;  nowever,  use  of  botn  of  tne  components 
togetner  in  one  of  tne  five  counties  snould  maximize  tne  impact 
on  deficiencies  in  tne  current  system.     Tne  project  is  operational 
in  eacn  of  tne  five  counties. 

G-eorgia,  Alternative  Healtn  Services 

In  July  1y7b  under  tne  authority  of  section  1115  of  tne  Social 
Security  Act,  tne  Georgia  Department  of  Medical  Assistance 
oegan  a  aemonstration  project  in  two  of  tne  State's  numan 
resources  districts  (covering  17  counties).  The  project  offers 
alternative  services  to  nursing  nome  care  for  persons  who 
would  otnerwise  oe  placea  in  institutions.     Tne  model  is  built 
on  a  centralized  single  point  of  entry  into  all  services.  The 
aemonstration  offers  three  alternative  services:     adult  day 
renaoilitation,  nome  delivered  services  and  alternative  living 
services.     Tne  program  serves  approximately  1^00  clients. 

An  evaluation  of  tne  project  is  being  undertaKen  Dy  Meaicus 
systems  Corporation  under  contract  to  tne  project.     The  evaluation 
will  focus  on  costs,  utilization,  nealtn  impact  ana  effectiveness. 
Tne  final  project  report  is  expectea  in  tne  spring  of  1 y 0 1  . 

1'ionroe  County  II 

Tne  aelivery  model  used  for  tne  section  111t>  Monroe  County 
Long  Term  Care  Medicaid  project  (Monroe  County  I)  will  oe 
expanaea  under  tne  autnority  of  Section  Zd2.  of  tne  Social 
Security  Act  to  include  case  management  and  patient  assessment 
services  for  tne  county's  Medicare  population  in  need  of  long 
term  care.     Tne  addition  of  this  project  to  tne  Monroe  County 
Program  will  enaDle  the  county  to  worK  toward  an  integration  of 
Medicare  and  Meaicaid  long  term  care  services  in  the  county  and 
nopefully  to  simplify  program  administration.     Tnis  project  is 
scneduled  to  oegin  operation  in  tne  summer  of  1 y 0 1 . 

i\ew  lorx,  Monroe  County  I 

Tne  New  Iovk  state  Department  of  Social  Services  is  demonstrating 
alternative  approaches  to  delivering  and  financing  long  term 
care  to  tne  aault  disabled  and  elderly  Medicaid  population  of 
tne  county.     Tne  project  nas  developed  tne  Assessment  for 
Community  Care  Services  (ACCESS)  model  as  a  centralize  unit 
responsible  for  all  aspects  of  long  term  care  for  Monroe  County 
resiaents,   1d  years  of  age  or  older  wno  are  Medicaid  eligiole 
ana  nave  long  term  nealtn  care  needs.     ACCtSSS  staff  provides 
each  client  witn  comprenensive  needs  assessment  and  case 
management  services. 
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In  tne  initial  24  montns  of  ACCESS  activity,  approximately  44U0 
clients  were  processed  tnrougn  tne  assessment  stage  and  were 
eitner  provided  a  pactcage  of  nome  services  or  admitted  to  a 
long  term  care  facility. 

Mew  iorK  City,  Delivery  of  Medical  and  Social  Services  to 
tne  Homepound  fclderly 

Tne  City  Department  for  tne  Aging  is  testing  a  metnod  of 
providing  a  spectrum  of  medical  and  social  services,  directly 
and  oy  linkage  and  coordinated  to  nomebound  chronically  ill 
persons  o5  and  over  who  are  entitled  to  Medicare,  Part  b,  and 
wno  nave  limited  or  no  access  to  medical  care. 

wnere  possiole,  tne  program  is  utilizing  the  services  that  are 
currently  available  under  tne  existing  healtn  and  health-related 
programs  in  tne  community.     In  addition,  Medicare  waivers  nave 
been  granted  to  enable  the  project  to  provide  the  following 
services:     nomemaicer  and  personal  care  services,  transportation 
and  escort  services;  and  drugs  and  biologicals. 

Two  sites  are  currently  operating:     Sunset  ParK  Family  Health 
Center     (arooKlyn)  ano  the  Community  Agency  for  Senior  Citizens 
(Staten  Island).  It  is  expected  tnat  two  additional  sites  will 
Decome  operational  later  tnis  year.     The  project,  which  is 
jointly  funded  Dy  hCfc'A  and  tne  Administration  on  Aging,  expects 
to  serve  a  total  caseload  of  4UU  individuals. 

California,  Multipurpose  senior  Services  Project  (mSSP) 

Tne  demonstration  implements  a  state  statute  (Afa  99b)  in  eignt 
sites  across  tne  state.     tacn  site  provides  single  entry  access 
to  tne  neaitn  and  social  services  system  througn  case  management 
care  planning  and  needs  assessment.     Sites  provide  direct 
services  and  contract  witn  local  providers  for  services. 
Among  tne  services  are:  adult  social  day  care,  home  maintenance, 
in-nome  support  services,  legal  services,  nonmedical  transport- 
ation and  meal  services.     Tne  project,  whicn  is  operational, 
expects  to  serve  approximately  1b00  clients. 

Alternative  Reimbursement 

Several  alternative  reimbursement  experiments  were  completed 
tnis  past  year.     Tne  demonstration  involving  tne  3-day  waiver 
of  nospitalization  requirements  for  SNF  Medicare  coverage  is 
currently  in  a  3-montn  wino-down  period.     Tne  evaluation 
report  of  tne  demonstration  is  due  in  May.     Because  of  recent 
legislation  (P.l.  9b-499) ,   "swing-Ded"  care  provided  in  small 
rural  nospitais  will  be  permitted  under  tne  Medicare  and 
Medicaid  programs.  Hospitals  participating  in  our  four  state 
demonstrations  wnicn  qualify  under  tne  legislation  will  continue 
to  provide  "swing-Deo"  care  until  tne  promulgation  of  regulations. 
All  otner  participating  nospitais  are  pnasing  out  "swing-bed" 
activities . 
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Wisconsin  Nursing  Home  Quality  Assurance  Project 

A  continuation  was  awarded  in  FY  1980  to  the  State  of  Wisconsin 
Nursing  Home  Quality  Assurance  Project.     Under  this  experiment, 
the  State  is  carrying  out  a  streamlined  survey  process  that 
also  meets  the  requirements  of  medical  and  independent  profess- 
ional review  and  attempts  to  improve  the  quality  of  nursing 
home  care.     The  evaluation  of  this  experiment  is  being  conducted 
by  the  University  of  Wisconsin. 

California  Drug  Capitation  Project 

Efforts  to  test  a  capitation  approach  to  the  reimbursement  of 
drugs  used  by  SNF  patients  are  continuing  under  a  demonstration 
approved  in  FY  1979.     The  State  of  California  is  testing  the 
effects  of  capitating  the  costs  of  drugs  for  California 
Medicaid  (Medi-Cal)  patients  in  about  60  experimental  and 
control  group  nursing  homes  served  by  no  more  than  60  experimental 
and  control  group  pharmacies.     The  State  of  California  Department 
of  Health  Services  is  now  in  the  process  of  developing  the 
capitation  rates  for  pharmacies  who  have  expressed  interest  in 
participating.  Both  dispensing  fees  and  drug  costs  will  be 
included  in  the  capitation  rates. 

Hospice 

During  FY  1980,  HCFA  implemented  the  hospice  demonstration 
project  which  permits  the  waiver  of  certain  statutory  and 
regulatory  requirements  in  order  to  allow  coverage  of  hospice 
services  provided  to  Medicare  beneficiaries  and  Medicaid 
recipients.     Twenty-six  organizations  have  been  selected  for 
participation  in  the  project.     The  demonstration  includes  a 
24-month  experimental  phase  during  which  hospice  services  will 
be  reimbursed,  and  a  6-month  wind-down  period.     Brown  University, 
Division  of  Biology  and  Medicine,  has  been  selected  to  conduct 
an  independent  evaluation  of  the  project  in  terms  of  cost,  use, 
and  quality  of  care.     The  demonstration  is  likely  to  provide  a 
basis  for  considering  more  flexible  approaches  to  Medicare  and 
Medicaid  reimbursement  of  hospice  services.     The  operational 
phase  of  the  demonstration  began  on  October  1,  1980. 

HUD/HHS 

The  HUD/HHS  Demonstration  for  Deinstitutionalization  of  the 
Chronically  Mentally  111  is  in  its  third  year.  Construction 
and/or  rehabilitation  of  community-based  residential  housing  is 
in  progress  for  many  projects  that  received  HUD  Section  202 
loan  reservations  in  the  first  year.     Six  States  (Minnesota, 
Georgia,  Vermont,  New  Jersey,  Oregon  and  Tennessee)  have 
submitted  applications  to  HCFA  for  Section  1115  waiver-only 
grants,  with  three  more  (Rhode  Island,  Maryland  and  California) 
expected  in  the  near  future.     Minnesota  has  been  providing 
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services  under  an  approved  waiver-only  grant  since  May  1980. 
Sites  in  the  other  States  are  expected  to  become  operational 
and  receive  waiver-only  grant  approvals  this  year.  Twenty-six 
States  have  indicated  that  they  intend  to  submit  waiver-only 
grant  applications  during  the  course  of  this  demonstration. 

On  Lok 

A  continuation  award  was  granted  to  On  Lok  in  FY  1980.  The 
On  Lok  Community  Care  Organization  for  Dependent  Adults 
(CCODA)  is  a  community-based  demonstration  providing  long 
term  health  and  health-related  services  to  a  maximum  of  300 
functionally  disabled  elderly  in  the  Chinatown-North  Beach 
area  of  San  Francisco.     Reimbursement  for  services  is  based 
on  a  capitation  rate  under  the  Title  XVIII  waiver  authority. 

RESEARCH  ACTIVITIES 

Research  in  long  term  care  is  directed  at  analyzing  various 
elements  of  the  current  system,  obtaining  data  on  recipients, 
cost,  providers,  and  services,  and  applying  analytic  theories 
to  behavior  of  providers  and  patients  under  the  current  system. 
This  participation  has  resulted  in  the  development  of  the  HHS 
Statistical  Plan  for  Nationally  Representative  Long  Term  Care 
Data.     This  plan  outlines  departmental  needs,  data  needed  to  fill 
them,  and  a  presentation  of  costs  at  various  levels  of  effort 
for  each  combination  of  data  collection  strategies.     This  plan 
was  developed  by  representatives  from  major  parts  of  the  depart- 
ment under  the  coordination  of  the  Assistant  Secretary  for 
Planning  and  Evaluation..    The  following  research  activities  were 
deemed  necessary  to  help  answer  priority,  research  questions  in 
the  Long  Term  Care  area: 

1  .  An  inventory  of  community  long  term  care  providers 

2.  A  survey  of  impaired  individuals  in  households 

3.  A  survey  of  individuals  in  LTC  institutions 

4.  A  study  of  .State  government  programs 

5.  A  series  of  short  term  expenditures  to  analyze 
existing  data  sets,  conduct  necessary  development 
work  not  otherwise  budgeted,  and  to  develop 
methodologies  to  produce  valid  state  estimates 
from  national  data. 

These  new  initiatives  were  planned  in  1 980  and  will  be 
implemented  between  1980  and  1984.     HCFA  has  begun  the 
development  of  item  (3),  new  survey  of  individuals  in  LTC 
institutions.     This  survey  is  conceived  as  a  year-long  long- 
itudinal survey  to  collect  information  on  health  care  utilization, 
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expenditures,  insurance,  source  of  payment  and  health  status 
from  this  population  subgroup  for  the  first  time.     This  survey 
will  be  ready  for  data  collection  in  the  field  in  calendar  year 
1983.     Other  HCFA  data  activities  during  1980  and  planned  for198l 
-1962  include  reports  on  Home  Health  Services,  Long  Term  Hospitals 
and  Extended  Care  under  Medicare,  developments  in  the  Medicaid 
Management  Data  System,  development  of  national  Medicaid  statistics 
systems  and  the  National  Medical  Care  Utilization  and  Expenditure 
Survey. 

As  part  of  the  Department's  statistical  plan  for  nationally 
representative  long  term  care  data,  projects  have  begun  to  develop 
the  methodologies  for  (1)  The  Survey  of  Individuals  in  Households; 
and  (2)  The  Survey  of  Individuals  in  Institutions.     Another  contract 
which  would  analyze  existing  long  term  care  data  sets  began  in 
October.     HCFA  has  been  involved  in  the  development  of  the  RFP's 
for  these  projects  and  the  subsequent  monitoring  of  initial 
activities.     The  methods  contract  is  underway  and  survey  protocols 
and  instruments  are  being  developed. 

These  projects,  together  with  the  proposals  outlined  in  the  HHS 
working  paper,  will  address  priority  data  needs  with  the  following 
components:  the  description  of  utilization  expenditures,  health 
status,  and  sources  of  payment  for  members  of  the  population; 
characteristics  of  providers  practices  and  third  party  payor 
assignment  and  reimbursement  structures;  and  inventories  of 
LTC  facilities. 

The  National  Medical  Care  Utilization  and  Expenditure  Survey 
(NMCUES)  addresses  LTC  data  issues  in  an  indirect  and  limited 
fashion  since  it  focuses  on  the  noninstitutionalized  population. 
However,  certain  relevant  data  elements  such  as  home  health 
service  and  other  support  service  expenditures,  will  be  avail- 
able for  examination  as  part  of  the  NMCUES  data  set. 

Certain  information  concerning  long  term  care  is  routinely 
abstracted  from  the  Medicare  claims  payment  system  and  reported 
by  HCFA.     These  are  Long  Stay  Hospitals,  Skilled  Nursing  Facilities, 
and  Home  Health  Services.     Data  are  limited,  in  general,  to  length 
of  stay,  amount  of  reimbursed  services,  and  types  of  facilities. 
Trend  data  is  routinely  available  for  these  items. 

During  1980  work  has  proceeded  to  incorporate  further  long  term 
care  data  in  national  Medicaid  statistics.     Data  on  type  of  services, 
number  of  eligibles,  and  number  of  claims  have  been  added.  Further 
a  contract  with  the  State  of  Tennessee  has  been  let  for  analysis 
of  Tennessee  Medicaid  data.     It  is  anticipated  that  a  contract 
will  be  let  in  1981  to  analize  Medicaid  data  from  four  additional 
states.     HCFA  has  a  grant  that  is  currently  developing  a  Medicaid 
research  and  reporting  system  based  on  Washington  state  data. 
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Summary/Future  Activities 

In  1980,  HCFA  has  participated  in  formulating  HHS  LTC  data  needs 
and  has  completed  substantial  work  in  planning  several  of  the 
proposed  data  initiatives.     Both  routine  and  developmental  work 
will  proceed  in  1 98 1  to  strengthen  LTC  data  from  the  Medicare 
and  Medicaid  programs. 

During  1981,  the  RFP's  for  the  Inventory  of  Community  Providers 
and  the  Survey  of  States'  Long  Term  Care  Policies  will  be  developed. 
Contractors  will  then  be  selected  through  the  competitive  process 
to  carry  out  these  activities. 

In  addition  to  the  long  term  care  data  activities,  current  research 
in  HCFA  is  addressed  to  the  following  areas: 

-  home  health  care  utilization  and  outcomes 

-  the  role  of  families  in  providing  long  term 
care  to  the  frail  and  chronically  ill  elderly 

-  the  effects  of  state'  discretionary  policies  on 
the  costs  and  utilization  of  long  term  care 

-  cost,  quality,  and  case  mix  in  long  term  care 
institutions 

-  a  comparison  of  the  cost  and  quality  of  hospital- 
based  and  free-standing  skilled  nursing  facilities 
and  home  health  agencies 

-  the  effects  of  nursing  home  reimbursement  policy 
on  nursing  home  cost  inflation  and  access  to 
homes 

-  the  impact  of  cost  containment  efforts  by  nursing 
home  administrators  on  the  cost  and  quality  of  care 
in  long  term  care  facilities 

-  estimation  of  the  need  for  various  types  of  health 
services  in  the  elderly  population 

-  characteristics  of  long-term  care  residential 
institutions  for  the  physically  handicapped,  and  of 
non-institutional  long  term  care  services  being  provided 
by  homes  for  the  aged 

-  utilization  of  long  term  care  servies  for  the  treatment 
of  hypertension. 
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FUTURE  DIRECTIONS 

The  fiscal  1981  and  1982  activities  that  HCFA  is  planning  to 
undertake  will  be  highlighted  by  the  commmitment  of  $8.0 
million  in  1981  and  $10.5  million  in  1982  for  its  part  of  the 
$20  million  HEW  "channeling  agency"  demonstration  initiative. 

Evaluations  will  be  started  on  selected  projects  demonstrating 
alternative  organization  and  delivery  systems,  as  well  as  on 
the  Wisconsin  nursing  home  quality  assurance  project. 

In  response  to  HUD's  third  year  of  special  funds  reservations 
for  the  HUD/HHS  deinstitutionalization  project,  HCFA  will 
review  additional  State  applications  pertaining  to  waivers  for 
health  and  social  services  provided  to  the  chronically  mentally 
ill.     Twenty-six  States  have  indicated  their  intentions  to 
apply  for  waivers  for  this  demonstration. 

HCFA  will  also  review  applications  received  in  response  to  its 
grant  solicitation,  with  particular  priority  given  to  LTC 
reimbursement  studies  and  to  studies  involving  payments  and 
incentives  related  to  the  provision  of  nonistitutional  long 
term  care  services. 

The  establishment  of  a  department-wide  long  term  care  initiative 
continues  to  have  great  impact  on  the  future  long  term  care  # 
activities  undertaken  by  HCFA.     Funding  decisions  are  guided 
by  the  priorities  agreed  upon  by  a  number  of  interagency  groups. 
The  Office  of  the  Assistant  Secretary  for  Planning  and  Evaluation 
is  coordinating  the  Department's  future  long  term  care  activities 
with  particular  emphasis  on  the  channeling  agency  demonstrations 
and  national  long  term  care  baseline  data  gathering.     A  long  term 
care  Steering  Committee,  various  work  groups  composed  of  represent- 
atives from  relevant  components  of  the  Department  (e.g.,  the 
Public  Health  Service,  the  Administration  on  Aging,  and  the 
Health  Care  Financing  Administration)  have  been  organized,  and 
are  working  toward  a  long  range  plan  for  research  in  this  area. 
Their  goal  is  to  ensure  the  funding  of  projects  which  provide 
information  needed  to  address  important  policy  issues.  These 
groups  also  play  a  role  in  the  design  and  analysis  stages  of 
these  projects. 
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MATERNAL  AND  CHILD  HEALTH 
Obligations 


1981  1982 

1978  1979  1980  Est.  Est. 


Public  Health  Service: 


Health  Services 
Administration: 
Bureau  of  Community 

Health  Services  $361,741,000  $377,677,000  $377,343,000  $387,400,000  $379,800,000 


Center  for  Disease 
Control: 


Immunization   32,970,000  46,883,000  30,363,000  30,707,000  37,086,000 

Lead  Base  Poison   10,250,000  13,498,000  11,790,000  10,832,000  2,438,000 

Venereal  Disease   39,075,000  39,056,000  47,589,000  48,115,000  46,772,000 

Total,  CDC   $82,295,000  $99,437,000  $89,742,000  $89,654,000  $86,296,000 


National  Institutes 
of  Health: 
National  Institute  of 
Child  Health  and 

Human  Development .. .     97,543,000    121,424,000    121,785,000    129,906,000  137,571,000 


Alcohol,  Drug  Abuse 
and  Mental  Health 
Administration: 
Child  and  Adolescent 

Mental  Health   82,362,000      98,120,000    101,596,300    111,018,000  107,571,000 


Health  Resources 
Administration: 
Bureau  of  Health 

Professions   5,971,016        6,127,504        9,223,305      6,310,842  6,649,211 


TOTAL,  PHS  $629,912,016- $702,785,504  $699,689,605  $724,288,842  $717,887,211 
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HEALTH  SERVICES  ADMINISTRATION 
Bureau  of  Community  Health  Services 
MATERNAL  AND  CHILD  HEALTH 

Under  Sections  503  and  504  of  Title  V  of  the  Social  Security 
Act,  the  Maternal  and  Child  Health  Program  provides  formula 
grants  to  the  States  and  Terr itor ies^to  extend  and  improve 
health  services  for  mothers  and  children,   including  crippled 
children.     Emphasis  is  placed  on  the  reduction  of  infant  and 
maternal  mortality  and  morbidity.     A  full  range  of  health 
services  addressing  the  needs  of  unserved  and  underserved 
populations  is  provided. 

Title  V  also  authorizes  under  Section  505:     (1)   special  project 
grants  to  State  health  agencies  to  provide  prenatal  and 
postnatal  health  care  to  mothers  and  infants,  necessary 
intensive  infant  health  care  and  family  planning  services,  with 
the  aim  of  reducing  the  incidence  of  mental  retardation  and 
other  handicapping  conditions  associated  with  childbear ing ;  (2) 
special  project  grants  to  State  agencies  to  promote  the  health 
of  children  and  youth  of  school  or  preschool  age;    (3)  special 
project  grants  to  State  agencies  to  promote  the  dental  health 
of  children  and  youth  of  school  or  preschool  age;    (4)  under 
Section  511,  project  grants  to  support  training  programs  in 
institutions  of  higher  learning  and  affiliated  organizations, 
which  provide  specialized  health  professionals  with  expertise 
in  health  services  delivery  for  mothers,  children  and  crippled 
children;  and  (5)  under  Section  512,  research  grants  to 
identify  methods  for  improving  services  and  service  delivery 
systems  providing  care  for  mothers,  children  and  crippled 
children. 

Formula  and  Special  Project  Grant  Programs  -  In  1981,  the  focus 
of  the  formula  grant  program  will  continue  to  be  on  developing 
State-based  systems  of  care  whcih  will  provide  States  the 
capability  to  identify  mothers  and  children  requiring  Federally 
supported  services.     The  States  will  coordinate  existing  health 
resources  and  develop  new  ones  to  ensure  that  needs  are  met. 
The  State-based  systems  will  emphasize  the  development  or 
expansion  of  the  capacity  to  provide  comprehensive  health  care. 

As  part  of  the  Department's  Preventive  Initiative,  the  Child 
Health  Initiative  will  be  further  supported  by  new  activities 
which  will  focus  on  assuring  the  entrance  of  more  uderserved 
mothers  and  children  into  the  health  care  system.  These 
activities  are  designed  to  assist  State  and  communities  in 
better  organizing,  strengthening,  and  expanidng  programs,  in 
accident  prevention,  newborn  screening,  and  immuniziation 
tracking . 

In  1981,  it  is  estimated  there  will  be  399,104  women  receiving 
physician  maternity  services;  2,803,782  children  receiving 
physician  services;  1,075,671  preschool  children  assessments; 
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and  766,000  crippled  children  receiving  basic  and  speciality 
assessment  services. 

The  1981  budget  request  $360.5  million  for  the  Maternal  and 
Child  Health  (Grants  to  States)  program.     This  represents  an 
increase  of  $15.0  million  over  the  1980  level  for  this 
activity.     These  funds  will  be  used  to  offset  inflationary 
trends  and  to  provide  for  demonstration  in  newborn  screening, 
accident  prevention,  and  immunization  tracking.     The  1982 
estimated  increase  over  1981  will  be  allocated  to  States  for 
maintenance  of  service  programs  already  in  operation. 

Newborn  Screening  -  In  1981,  $1.9  million  will  be  mace 
available  to  establish  programs  for  routine  testing  of  newborns 
for  galactosemia,  homocystinuria,  maple  syrup  urine  disease, 
tyrosinosis,  hypothyroidism,  and  histidinemia .     Each  of  these 
inborn  errors  of  metabolism  will  result  in  either  mental 
retardation  or  other  physical  handicap  if  undetected  and 
untreated  after  birth.     To  prevent  this  from  happening,  States 
will  use  these  funds  to  purchase  testing  services  from  existing 
regional  newborn  screening  centers.     The  cost  of  the  necessary 
equipment  to  do  this  screening  has  precluded  States  from  this 
in  the  past.     Funds  will  also  be  used  to  provide  clinical  and 
laboratory  monitoring  of  the  program,  and  to  provide 
prescriptive  treatment,  dietary  products,  and  counseling.  An 
estimated  800,000  newborns  will  be  able  to  receive 
comprehensive  newborn  screening  services,   and,   in  addition , 
follow-up  care  and  preventive  services  for  approximately  175 
infants  will  be  made  possible  through  this  activity. 

Training  Grant  Program  -  Training  of  health  professionals  to 
provide  quality  Matenal  and  Child  Health  Services  continues  to 
be  an  essential  complementary  component  of  the  Maternal  and 
Child  Health  Program.     Section  511,  Title  V  of  the  Social 
Security  ACt,  provides  authority  for  project  grants  to  carry 
out  the  training  program.     In  1981,  the  Pediatric  Pulmonary 
Centers   (PPCs)  will  provide  training  to  persons  who  treat 
children  suffering  from  such  illnesses  as  asthma,  chronic 
bronchitis,  and  cystic  fibrosis.     In  addition, 
University-Affiliated  Centers   (UACs)  will  provide  training  to 
120  health  professional  who  care  for  mentally  retarded  and 
multiply-handicapped  children. 

Research  Grant  Program  -  The  Maternal  and  Child  Health  research 
program,  authorized  under  Section  512,  Title  V  of  the  Social 
Security  Act,  focuses  on  improving  Maternal  and  Child  Health 
and  Crippled  Children's  service  delivery  systems.  High 
priority  is  given  to  research  related  to  mental  retardation, 
especially  in  the  prevention,  intervention,  and  improvement  of 
handicapping  conditions  and  the  functioning  of  the  handicapped 
child.     In  1981,  33  existing  research  grant  projects  will  be 
continued  to  conduct  research  studies  of  regional  and  national 
sugnificance  applicable  to  programs  delivering  services  to 
mothers  and  children  and  crippled  children. 
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CENTERS  FOR  DISEASE  CONTROL 
Bureau  of  State  Services 
MATERNAL  AND  CHILD  HEALTH 


Immunization 

The  Centers  for  Disease  Control  has  provided  project  grant 
and  technical  assistance  to  State  and  local  health  agencies  in 
support  of  their  childhood  immunization  programs  since  1963. 
Initially,  support  for  immunization  programs  against  poliomyelitis, 
diphtheria,  pertussis,  and  tetanus  was  funded.     Later,  as  new 
vaccines  became  available,  support  was  focused  on  the  control 
of  measles,  and  then  rubella.     As  backlogs  of  unprotected 
children  were  reduced  for  these  diseases,  support  for  more 
comprehensive  immunization  programs  was  provided. 

These  efforts  have  had  a  profound  impact  on  the  health  of 
the  Nation's  children.     Reported  measles  cases  declined  from 
385,156  in  1963- to  a  record  low  of  13,597  in  1979.     During  the 
first  50  weeks  of  1980,  13,382  cases  have  been  reported.  This 
compares  with  a  total  of  13,315  cases  for  the  comparable  period 
of  1979. 

Reported  rubella  cases  declined  from  46,975  in  1966  (when 
rubella  became  a  reportable  disease)   to  11,795  in  1979,  a  record 
low.     During  the  first  50  weeks  of  1980,  only  3,745  cases  have 
been  reported,   therefore,  a  new  record  low  number  of  cases  will 
result  in  1980. 

Mumps  became  a  nationally  reportable. disease  in  1968  and 
152,209  cases  were  reported.     A  record  low  of  i4,225  cases  was 
reported  in  1979.     During  the  first  50  weeks  of  1980,  a  total 
of  8,222  mumps  cases  has  been  reported.     A  new  record  low  will 
occur  in  1980. 

In  1963,   a  total  of  17,135  cases  of  pertussis  was  reported. 
An  all-time  low  occurred  in  1976  when  1,010  cases  were  reported. 
During-  the  first  50  weeks  of  1980,   a  total  of  1,569  cases  has 
been  reported. 

Although  diphtheria,  tetanus,  and  polio  had  very  low  numbers 
of  cases  in  1963  when  compared  to  measles,  there  were  314,  325, 
and  449  cases,  respectively.     During  the  first  50  weeks  of  1980, 
totals  of  4,  72,  and  6  cases  of  diphtheria,   tetanus,  and  polio 
(paralytic)  have  been  reported,  respectively.     During  fiscal 
year  1980,  there  were  only  nine  cases  of  tetanus  in  children 
under  15  years  of  age  and  only  two  cases  of  diphtheria  in 
children  under  15  years  of  age. 
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In  60  of  the  63  projects,  immunization  records  of 
approximately  2.5  million  school  enterers  were  reviewed.  The 
immunization  levels  determined  by  this  assessment  were  94  percent 
for  measles;  93  percent  for  polio,  DTP,  and  rubella;  and 
8  6  percent  for  mumps.     More  than  28  million  immunization  records 
of  students  from  kindergarten  through  the  12th  grade  were 
reviewed.     The  national  weighted  results  of  immunization  levels 
are:     91  percent  for  measles;  83  percent  for  rubella;  58  percent 
for  mumps;  89  percent  for  polio;  and  90  percent  for  DTP. 

Data  from  1,547  of  the  approximately  1,900  operational 
Head  Start  centers  indicate  that  in  the  program  year  1979-80 
( September-to-September)  72  percent  of  these  children  had 
completed  a  basic  series  of  immunizations.     Data  from  95  percent 
of  the  BCHS  primary  care  projects  which  have  been  in  operation 
2  or  more  years  reported  89  percent  immunization  levels  for 
children  2  years  of  age  as  of  the  quarter  ending  June  30,  1980. 
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CENTERS  FOR  DISEASE  CONTROL 
Bureau  of  State  Services 
MATERNAL  AND  CHILD  HEALTH 


Childhood  Lead  Poisoning  Prevention 

Childhood  lead  toxicity,  which  afflicts  an  estimated 
1  percent  of  the  children  ages  1-5  in  the  United  States,  produces 
significant  permanent  psychologic  deficits,  behavioral  disorders, 
and  learning  disabilities.     The  projected  annual  cost  of 
providing  remedial  educational  services  would  exceed  $1  billion. 

The  Centers  for  Disease  Control  (CDC)  has  worked  closely 
with  the  Office  for  Maternal  and  Child  Health  (OMCH),  Bureau  of 
Community  Health  Services  (BCHS)  to  upgrade  and  expand  the 
childhood  lead  poisoning  screening  services  of  BCHS-af f iliated 
State  and  local  programs.     This  cooperative  effort  has  resulted 
in  the  following  actions: 

1.  In  fiscal  year  1979,  CDC  and  BCHS  issued  a  joint  statement 
on  childhood  lead  poisoning  for  distribution  to  BCHS- 
af  filiated  programs.     This  document  recommended  that  all  BCHS 
programs  and  projects  serving  children,   ages  1-5,  determine 
if  lead  toxicity  is  a  problem  in  the  population  served. 
Where  it  is  a  problem,   routine  lead  screening  should  become 
an  integral  part  of  the  comprehensive  health  care  package 
for  all  children  ages  1-5.     Children  identified  with  lead 
toxicity  should  receive  appropriate  medical  and  environmental 
followup  services. 

2.  Draft  guidance  material  was  developed  to  assist  State  Maternal 
and  Child  Health/Crippled  Children  Services  programs  and  other 
BCHS  projects  implement  the  above  recommendations. 

3.  The  CDC  has  assisted  in  development  of  BCHS-sponsored  national 
seminars  in  Boston  and  Baltimore  to  present  recent  research 
findings  and  programmatic  results  related  to  childhood  lead 
toxicity.     A  third  conference  to  be  held  in  New  Orleans  in 
fiscal  year  1981  will  focus  on  the  clinical  and  management 
responsibilities  of  State  and  community  public  health  agencies 
in  pediatric  lead  toxicity. 

4.  BCHS  is  participating  with  CDC,  as  well  as  the  Health  Care 
Financing  Administration  and  the  Special  Supplemental  Food 
Program  for  Women,   Infants,  and  Children  (WIC)   in  an  inter- 
agency activity  to  establish  coordinated  State  level  lead 
poisoning  prevention  services  in  selected  States.  Joint 
site  visits  have  been  made  to  South  Carolina,  Maryland,  and 
Massachusetts  to  initiate  screening  and  followup  activities. 
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Childhood  lead  poisoning  prevention  grant  programs  funded  by 
CDC  have  (a)  stimulated  State  and  local  BCHS-af filiated 
programs  and  projects  to  implement  lead  screening  and  medical 
followup  and  (b)  provided  environmental  intervention  to 
identify  and  reduce  the  source  of  exposure  for  children  found 
with  lead  toxicity. 

The  Childhood  Lead  Poisoning  Prevention  Workshop  in 
Louisville,  Kentucky,  has  provided  a  practical  orientation 
on  lead  poisoning  prevention  to  staff  from  BCHS-af filiated 
programs . 
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CENTERS  FOR  DISEASE  CONTROL 
Bureau  of  State  Services 
MATERNAL  AND  CHILD  HEALTH 


Venereal  Disease 

The  sexually  transmitted  diseases  adversely  affect  many 
pregnancies,  causing  abortion,  congenital  defects,  neonatal 
deaths  and  maternal  morbidity  and  deaths.     Those  diseases  which 
are  important  and  are  known  to  be  almost  exclusively  trans- 
mitted sexually  are  syphilis,  gonorrhea,  herpes  simplex  virus 
(HSV)   infections  and  Chlamydia  trachomatis  infections.  Those 
for  which  sexual  transmission  plays  a  major  but  not  exclusive 
role  and  which  are  potentially  serious  threats  are  group  B 
streptococcus  and  cytomegalovirus  (CMV).    Although  information 
on  the  effects  of  some  sexually  transmitted  infections  in 
pregnancy  outcome  is  limited,  the  following  estimates  can  be 
provided . 

The  outcomes  of  pregnancy  for  women  with  untreated  syphilis 
are  fetal  wastage  (40  percent),  congenital  syphilitics 
(40  percent)  and  normal  offspring  (20  percent).     Fetal  wastage 
(abortion)   caused  by  syphilis  may  be  underestimated  because 
some  losses  occur  early  in  pregnancy.     Effective  syphilis 
control  efforts  and  antenatal  syphilis  screening  have  reduced 
the  number  of  congenital  syphilitics  born  each  year  to  less  than 
200  . 

Gonococcal  infection  with  upper  genital  tract  spread  and 
fetal  death  is  estimated  to  affect  2,000  pregnant  women  annually. 
One  quarter  of  the  42,000  ectopic  pregnancy  losses  each  year, 
are  thought  to  be  caused  by  previous  episodes  of  gonococcal 
salpingitis.     Results  of  one  investigation  have  indicated  that 
prematurity,  chorioamnionitis ,  neonatal  sepsis,  and  death  are 
associated  with  gonococcal  infection  in  pregnant  women. 

Since  herpes  simplex  virus  (HSV)   infection,  once  acquired, 
is  a  lifelong  recurrent  disease,   it  carries  with  it  risks 
throughout  the  childbearing  years.     It  is  estimated  that  500- 
1,000  infants  contract  neonatal  herpes  annually,  the  estimated 
risk  of  fetal  infection  is  40  percent  if  the  mother  is  shedding 
virus  at  the  time  of  birth.     Over  50  percent  of  infected  infants 
die  and  more  than  50  percent  of  the  survivors  suffer  serious 
mental  defects.     Maternal  herpes  has  also  been  associated  with 
abortion  and  early  fetal- wastage . 
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Chlamydia  trachomatis  is  estimated  to  infect  approximately 
5  percent  of  pregnant  women.     However,  this  figure  is  consider- 
ably higher  in  some  urban  poor  populations.     It  is  estimated 
that  more  than  150,000  infants  are  born  to  chlamydia-inf ected 
mothers  annually;  of  these  infants,  75,000  (50  percent)  may 
develop  conjunctivitis  and  nearly  30,000  (20  percent)  develop 
pneumonia.     This  acquired  infection  may  be  the  most  common  cause 
of  infant  pneumonia.    An  additional  10,000  ectopic  pregnancies 
and  fetal  deaths  each  year  are  thought  to  be  related  to  prior 
chlamydial  salpingitis.    One  research  group  found  that  the  risk 
of  fetal  and  neonatal  deaths  for  chlamydia-inf ected  pregnant 
women  is  10  times  that  for  uninfected  women. 

Each  year,  Group  B  streptococcus  is  estimated  to  cause 
symptomatic  disease  in  at  least  12,000  infants  under  3  months 
of  age  and  to  cause  nearly  5,000  infant  deaths.    Thus,  these 
microorganisms  now  are  the  most  common  cause  of  fatal  bacterial 
infection  in  the  first  2  months  of  life.     In  addition,  meningitis 
sequelae  (hearing  loss,  blindness,  cerebral  palsy,  mental  re- 
tardation and/or  epilepsy)  impair  nearly  2,000  additional  infants 
who  survive. 

Congenital  infection  by  cytomegalovirus  (CMV)  is  thought 
to  occur  in  nearly  1.5  percent  of  all  pregnancies  within  the 
United  States,  affecting  45,000  infants  each  year.  Fifteen 
percent  of  the  congenitally  infected  infants,  or  nearly  7,000, 
will  be  retarded  or  deaf,  or  have  visual  defects. 

Other  effects  of  sexually  transmitted  diseases  on  pregnant 
women  include  ectopic  pregnancies  which  cause  12  percent  of 
maternal  deaths;  more  than  half  of  these  ectopic  pregnancies 
are  a  consequence  of  prior  salpingitis  usually  associated  with 
sexually  transmitted  infections.     Both  Neisseria  gonorrhoeae 
and  C.  trachomatis  cause  postpartum  pelvic  infection.  One 
investigator  found  that  nearly  a  third  of  pregnant  women 
infected  by  chlamydia  developed  a  postpartum  pelvic  infection. 
Thus,  nearly  30,000  women  suffer  from  chlamydia-associated 
postpartum  pelvic  infections  each  year.    Widespread  screening 
programs  for  N.  gonorrhoeae  during  the  1970* s  undoubtedly 
reduced  the  postpartum  morbidity  caused  by  this  organism. 
However,  such  screening  programs  do  not  reach  all  infected 
women  and  no  such  screening  program  exists  for  C.  trachomatis . 

The  CDC's  efforts  to  inform  the  medical  community  of  the 
pregnancy  hazards  and  consequences  for  children  associated  with 
sexually  transmitted  diseases  (STD)  include:     Exhibits  on  the 
effects  of  gonorrhea  on  fertility  at  national  medical  and  para- 
medical meetings;  presentations  at  scientific  meetings  of  medical 
societies  and  ongoing  physician  education  groups;  publications 
in  journals;  sponsorship  of  symposia,  task  forces  and  workgroups; 
work  with  medical  schoQls  and  their  umbrella  organizations  to 
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expand  the  STD  component  of  medical  school  curriculum;  and 
establishing  9  geographically  dispersed  STD  Prevention/Training 
Clinics  which  offer  a  series  of  concentrated  courses  and  symposia 
on  the  case  management  of  STD  patients. 

Efforts  to  inform  the  public  of  the  hazards  of  STD  include 
the  CDC's  venereal  disease  control  efforts.    These  efforts 
recognize  the  special  burdens  that  STD  pose  for  women  and  focus 
on  prevention,  including  the  prevention  of  complications  such 
as  infertility  and  fetal  damage  and  wastage.     Control  efforts 
include  such  activities  as  intensive  patient  education  and 
counselling  and  informing  the  general  public  of  the  risk  of  STD 
while  encouraging  individuals  to  seek  prompt  and  appropriate 
medical  care  if  exposed  to  or  infected  with  an  STD.  Additional 
efforts  include  activities  with  national  voluntary  organizations 
such  as  the  National  Foundation,  the  American  Red  Cross,  and  the 
American  Social  Health  Association,  which  have  ensured  the  inclu- 
sion of  facts  about  STD  risks  to  pregnancy  in  materials  about 
birth  defects,  in  prenatal  counselling  classes,  and  in  the 
training  of  National  VD  Hotline  volunteers.     This  hotline  is 
supported  by  CDC  funds  and  has  assisted  thousands  of  callers 
this  year  alone  who  were  concerned  about  STD  infections  and 
their  effects  on  present  or  future  pregnancies;  many  of  these 
calls  were  from  women  who  have  contracted  genital  herpes. 
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NATIONAL  INSTITUTES  OF  HEALTH 


National  Institute  of  Child  Health  and  Human  Development 


MATERNAL  AND  CHILD  HEALTH  RESEARCH 


The  National  Institute  of  Child  Health  and  Human  Devel- 
opment (NICHD)  is  the  primary  focus  for  research  on  maternal 
and  child  health  at  the  National  Institutes  of  Health.  It 
promotes  a  coordinated  program  of  research  and  research 
training  to  enhance  advancement  of  knowledge  related  to  preg- 
nancy and  maternal  health,  fetal  growth  and  maturation,  and 
the  well-being  of  the  newborn.     Program  goals  recognize  the 
interrelationships  of  specific  health  and  developmental  prob- 
lems occurring  in  the  prenatal,  perinatal,  and  infant  periods 
of  life,  and  the  effects  that  these  events  may  have  upon  de- 
velopment and  well-being  of  the  child.     Particularly  relevant 
are  maternal  health  problems  that  affect  fetal  and  infant 
health,  problems  with  which  the  newly  born  infant  must  cope 
in  adapting  to  extrauterine  life,  and  events  occurring  during 
the  neonatal  period  which  can  influence  the  development  of 
the  baby.     Through  these  research  activities  which  address 
the  critical  health  needs  of  pregnant  women  and  their  babies, 
infant  morbidity  and  mortality  should  be  reduced,  and  the 
application  of  new  knowledge  into  the  delivery  of  health  care 
services  enhanced. 

Each  year  over  45,000  infants  die  in  the  United  States, 
and  15  other  countries  have  lower  infant  mortality.  Maternal 
mortality  has  decreased  55.3%  since  1970,  compared  to  a  re- 
duction of  31%  in  infant  mortality.     The  major  reason  for  the 
high  infant  mortality  rate  is  the  large  number  of  premature 
infants  born  each  year.     Four  of  the  six  leading  causes  of 
death,  comprising  over  one-fourth  of  all  infant  deaths,  occur 
almost  entirely  among  low-birthwe ight  infants.  Infants 
weighing  under  1500  grams  constitute  1%  of  all  live  births, 
but  30%  of  all  neonatal  deaths.     Furthermore,  the  risk  for 
handicap  in  premature  infants  who  survive  rises  as  birth- 
weight  declines.     Data  available  since  1950  show  little  pro- 
gress in  reducing  prematurity;  the  rate  has  declined  by  less 
than  7%  in  30  years.     NICHD  is  concentrating  upon  expanding 
the  existing  base  of  knowledge  pertinent  to  the  cause,  treat- 
ment, sequelae,  prevention  and/or  amelioration  of  prema- 
turity, low-birthwe ight ,  and  high  risk  pregnancies.  Research 
is  proceeding  also  in  clarifying  problems  during  the  newborn 
period . 

The  goals  of  the  NICHD  are  accomplished  through  research 
to  assure  maximum  health  during  pregnancy  and  infancy  as  well 
as  to  provide  conditions  for  optimum  development  of  the  child 
so  that  full  physical  and  mental  potential  can  be  attained  by 
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the  adult. 

HIGH  RISK  PREGNANCY 

High  risk  pregnancy  is  defined  as  any  condition  that 
puts  a  mother,  fetus,  or  newborn  at  increased  risk  for  death 
or  disability.     Decreasing  the  number  of  high  risk  pregnan- 
cies will  be  accomplished  only  by  augmenting  our  knowledge  of 
normal  and  abnormal  pregnancies.     The  ultimate  goal  is  to  en- 
sure that  every  infant  possesses  at  birth  the  full  potential 
with  which  it  was  endowed  at  the  moment  of  conception.  Re- 
search programs  are  examining  the  roles  of  the  cardiovascular 
respiratory,  endocrine,  and  genitourinary  systems  in  normal 
pregnancy,  and  their  contribution  to  and/or  involvement  in 
abnormal  conditions  throughout  gestation.     These  conditions 
include  toxemia,  diabetes,  hypertension,  malnutrition,  isoim- 
munization, viral  and  bacterial  infections,  blood  dyscrasias, 
anemia,  and  hemorrhagic  phenomena  associated  with  pregnancy. 
Other  research  is  concerned  with  placental  function;  the  main 
tenance  of  pregnancy;  the  impact  of  common  pollutants,  drugs, 
and  anesthetics  on  the  mother  and  fetus;  and  the  psychosocial 
dynamics  of  pregnancy. 

Pregnancy-induced  hypertension,  a  common  unsolved  compli 
cation,  often  results  in  intrauterine  growth  retardation,  and 
may  threaten  the  life  of  both  mother  and  fetus.  Numerous 
investigations  of  maternal  cardiovascular  physiology  during 
pregnancy  are  underway  to  clarify  regulatory  mechanisms  and 
their  relationship  to  maternal  hypertension,  utero-placental 
perfusion,  and  fetal  well-being.     Investigators  in  one  study 
demonstrated  that  normal  pregnant  animals  respond  to  estrogen 
with  a  significant  vasodilation,  which  has  its  maximal  effect 
on  blood  flow  to  the  reproductive  tissues,   including  the  pla- 
centa.    It  was  also  found  that,  in  normal  pregnancy,  the 
usual  vasopressor  (constrictive)  response  to  angiotensin  II 
is  markedly  reduced  due  to  an  intrinsic  change  in  response  of 
the  vessel  wall.     Studies  are  now  in  progress  to  determine 
the  mechanism  of  this  alteration,  and  whether  women  who  de- 
velop pregnancy-induced  hypertension  are  unprotected  against 
the  actions  of  angiotensin  II.     If  so,  it  could  provide  a  key 
to  treatment  of  this  condition. 

Maternal  urinary  excretion  of  estriol  increases  as  gesta 
tion  progresses.     Normal  values  signify  good  fetal  condition, 
but  abnormal  ones  may  or  may  not  indicate  fetal  distress. 
The  24-hour  urine  collections  now  needed  for  analysis  of 
estriol  level  are  inconvenient  and  frequently  incomplete  and 
thus  misleading.     An  ongoing  study  is  evaluating  the  use  of 
unconjugated  estriol  in  maternal  plasma,  measured  by  a  rapid 
radioimmunoassay,  to  screen  high  risk  pregnancies.     It  ap- 
pears to  be  a  promising  technique. 

The  placenta  is  an  organ  of  unique  biologic  properties 
vital  to  the  survival  of  the  developing  fetus.     Studies  have 
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scrutinized  the  morphology,  pathology,  biochemistry,  endo- 
crinology, and  transport  capabilities  of  what  has  become 
known  as  the  fetoplacental  unit  or  complex.     The  old  concept 
of  the  placenta  as  a  barrier  protecting  the  fetus  has  been 
replaced  by  the  updated  view  that  it  is  an  organ  capable  of 
metabolizing  substances  into  products  that  may  be  less, 
equally,  or  even  more  hazardous  to  the  fetus.     In  order  to 
evaluate  the  potential  risks  and  benefits  to  the  fetus  of 
chemicals  and  drugs  entering  the  maternal  circulation,  knowl- 
edge of  the  mechanisms  whereby  such  compounds  may  be  altered 
during  placental  passage  is  indispensable.     Studies  are 
being  supported  to  determine  the  enzymatic  mechanisms  by 
which  the  human  placenta  may  be  involved  in  bioactivation 
(conversion  of  inactive  drugs  or  chemicals  to  substances  with 
mutagenic,  carcinogenic  or  cytotoxic  properties).  Examples 
of  the  drugs  being  studied  are  diethylstilbestrol,  diphenyl- 
hydantoin,  caffeine,  and  nicotine.     Results  have  shown  that 
the  human  placenta  contains  enzymes  that  catalyze  several 
bioactivating  reactions.     Research  is  in  progress  to  further 
define  placental  metabolism  and  to  relate  the  findings  to 
the  practical  aspects  of  the  exposure  of  the  unborn  child  to 
drugs  and  foreign  chemicals. 

Maternal  diabetes  remains  a  major  source  of  infant  mor- 
tality and  morbidity.     One  interesting  study  addressing  this 
problem  compared  the  pregnancy  outcome  in  normal  rats,  dia- 
betic rats,  and  rats  whose  diabetes  had  been  corrected  by 
transplantation  of  fetal  pancreatic  islet  cells  prior  to 
pregnancy.     Results  to  date  indicate  that  reversal  of  dia- 
betes in  this  way  permits  an  apparently  normal  pregnancy  in 
which  fetal  organomegaly  (enlarged  organs),  malformations, 
and  excess  mortality,  characteristic  of  diabetic  pregnancy, 
are  limited.     These  studies  show  that  pregnancy  does  not 
adversely  affect  the  transplant  and,  in  fact,  females  with 
normal  glucose  tolerance  tests  who  have  had  organ  trans- 
plants can  undergo  multiple  pregnancies  and  remain  normal. 
Studies  of  this  potential  means  of  therapy  are  continuing. 

Pregnant  adolescents  constitute  one-fifth  of  all  pre- 
nant  women  and  are  a  high  risk  group  for  abnormal  fetal  out- 
come.    The  biologic  reasons  for  this  increased  hazard  are 
not  completely  understood.     One  group  of  investigators  has 
suggested  that  pregnant  adolescents  and  their  offspring  may 
be  at  particularly  high  risk  for  cytomegalovirus  (CMV) 
infection.     They  found  that  the  prevalence  of  prenatal  CMV 
infection  was  higher  among  adolescents  than  in  any  other 
group.     Young  women  who  were  both  sero-  and  virus-positive 
had  infants  with  a  rate  of  congenital  infection  close  to  20 
percent.     Studies  of  the  role  of  CMV  and  other  infections  in 
the  higher  risk  of  teenage  pregnancy  are  continuing. 

In  recent  years  increasing  attention  has  been  focused 
on  environmental  influences  on  the  outcome  of  pregnancy. 
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Effects  on  the  fetus  of  exposures  to  X-rays,  to  hazards  in 
the  home  or  workplace/  to  heavy  exercise,  and  to  alcohol  and 
caffeine  have  been  investigated.     The  association  of  maternal 
smoking  during  pregnancy  with  low  birthweight  in  her  infant 
has  become  clear  from  such  studies,  but  whether  a  stop- 
smoking,  program  during  pregnancy  can  be  effective  and  can 
eliminate  the  low  birthweight  problem  is  unknown.     A  current 
study  is  providing  a  vigorous  smoking  cessation  program  for  a 
treatment  group,  and  advice  only  to  a  control  group.  The 
study  will  generate  information  regarding  approaches  to  smok- 
ing cessation  during  pregnancy,  and  whether  reduced  infant 
birthweight  can  be  prevented  by  such  a  program.     If  success- 
ful, it  may  provide  strong  scientific  evidence  to  justify 
intervention  programs  for  discontinuance  of  smoking  by  preg- 
nant women. 

Fetal  distress  due  to  hypoxia  (decreased  level  of 
oxygen)  during  pregnancy  and  labor  is  a  major  obstetric  con- 
cern, and  its  causes  and  means  of  accurate  detection  have 
been  a  focus  of  many  studies.     One  group  of  investigators 
used  a  sheep  model  to  study  the  effects  of  acute,  chronic, 
and  acute-plus-chronic  hypoxia.     The  acutely  hypoxic  fetus 
developed  bradycardia  (slow  heart  rate),  hypotension,  meta- 
bolic acidosis,,  and  slowed  metabolism.     The  fetus  made  chron- 
ically hypoxic  by  placental  embolization  showed  a  decrease,  in 
metabolic  rate,  and  developed  the  physical  characteristics  of 
intrauterine  growth  retardation.     Assessing  acute-plus- 
chronic  effects  was  difficult  because  all  the  test  animals 
quickly  entered  premature  labor.     In  these  animals,  fetal 
Cortisol  levels  rose  abruptly  in  response  to  hypoxia  and  upon 
exceeding  30  ng/ml,  maternal  progesterone  levels  fell  precip- 
itously and  premature  labor  began  within  48  hours.  This 
result  suggests  that  onset  of  progressive  placental  damage 
with  consequent  hypoxia  late  in  gestation  evokes  a  fetal 
Cortisol  surge  that  lowers  progesterone  production,  and  labor 
begins  as  an  "escape"  from  intrauterine  deprivation. 

Fetal  and  perinatal  pharmacology  is  an  area  of  increas- 
ing importance.     Studies  in  this  field  attempt  to  define  and 
characterize  the  regulatory  factors  and  biochemical  mechan- 
isms responsible  for  alterations  in  drug  action  during  devel- 
opment.    The  alterations  are  studied  in  relation  to  environ- 
mental factors  (such  as  nutrition),  disease,  and  hormonal  or 
chemical  exposure  during  pre-  and  postnatal  development.  The 
information  derived  from  these  basic  biochemical  studies  is 
a  prerequisite  to  the  rational  and  safe  use  of  medications 
during  pregnancy,  infancy  and  childhood.     For  example,  admin- 
istration of  medications  to  the  mother  during  pregnancy  can 
have  long-term  effects  on  the  offspring.     The  experience  of 
"DES  daughters"  with  vaginal  cancer  and  reproductive  casual- 
ties indicates  the  importance  of  long-term  studies  in  this 
area.     In  a  study  on  rats,  investigators  administered  pheno- 
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barbital  (an  anticonvulsant  taken  bu  many  epileptic  women 
during  pregnancy)  prenatally,  and  measured  testosterone 
levels  in  newborn  male  rats.     The  intrauterine  exposure  re- 
sulted in  a  significant  decrease  in  testosterone  level  in  the 
brain  and  plasma,  but  there  was  no  effect  on  testicular 
content  of  testosterone.     However,  testicular  synthesis  of 
testosterone  was  decreased.     As  they  developed  into  adults, 
treated  animals  exhibited  defects  in  sexual  maturation  such 
as  a  delay  in  testicular  descent,  shorter  anogenital  dis- 
tance, and  infertility.     It  is  known  that  neuroendocrine 
differentiation  in  the  rat  takes  place  in  response  to  andro- 
gen during  a  short  period  just  before  and  after  birth. 
Therefore,  phenobarbital  administration  during  the  prenatal 
period  was  able  to  alter  testicular  androgen  synthesis  or 
secretion,  resulting  in  a  modified  environment  of  this 
hormone  during  the  early  postnatal  period  with  subsequent 
sexual  dysfunction.     The  significance  of  this  finding  for  the 
human  is  not  yet  known. 

While  the  effects  of  environmental  exposure  to  pesti- 
cides have  been  widely  investigated  in  the  adult  population, 
little  attention  has  been  paid  to  possible  long-term  effects 
upon  reproductive  functions  following  perinatal  exposure. 
The  effects  of  a  common  pesticide  on  estrogen  receptor  bind- 
ing were  studied  in  rats  injected  prenatally  or  neonatally 
with  o,p-DDT.     Prenatal  administration  of  DDT  produced  a 
constant  estrous  cycle  in  some  animals.     Pre-  and  postnatal 
exposure  significantly  decreased  estradiol  binding  to  testis 
receptors  and  increased  adult  testis  weight  in  males.  Re- 
sults suggest  that  perinatal  exposure  to  o,p-DDT  may  lead  to 
permanent  estrogenic  effects  by  altering  estrogen  binding  in 
the  reproductive  organs,     o,  p-DDT  may  have  either  altered 
the  neuroendocrine  axis  early  in  life,  or  the  pesticide  and/ 
or  metabolite( s)  persisted  and  competed  for  binding  in  the 
adult  reproductive  organs.     The  implications  for  humans  have 
not  yet  been  studied. 

Sometimes  therapeutic  successes  bring  new  problems. 
Such  is  the  case  with  phenylketonuria  (PKU).     With  newborn 
screening  and  diet  treatment,  patients  with  PKU  now  are  grow- 
ing to  adulthood  with  normal  intelligence,  marrying,  and  hav- 
ing children.     However,  it  has  become  apparent  that  children 
of  mothers  with  PKU  are  usually  retarded,  presumably  due  to 
brain  damage  caused  by  high  maternal  and  fetal  phenylalanine 
(PA)  concentrations  during  pregnancy.     Returning  the  mother 
to  a  restricted-phenylalanine  diet  during  pregnancy  has  given 
mixed  results.     Scientists  developed  a  monkey  model  of  mater- 
nal PKU  to  study  this  problem.     By  infusing  PA  into  pregnant 
monkeys  and  measuring  maternal  and  fetal  blood  levels,  they 
demonstrated  that  there  is  active  transport  of  PA  across  the 
placenta,  so  that  fetal  levels  of  PA  are  markedly  higher  than 
maternal  levels.     Thus  maternal  PA  levels  previously  consid- 
ered "safe"   (lOmg/dl)  probably  cause  damage  to  the  fetal 
central  nervous  system,  so  that  the  maternal  level  for  diet 
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therapy  should  probably  be  targeted  between  3-6  mg/dl.  On- 
going studies  are  maintaining  primate  mothers  at  different  PA 
levels  during  pregnancy.    Their  infants  will  be  tested  at  one 
year  of  age  to  determine  what  a  "safe"  maternal  PA  level 
during  pregnancy  might  be.     These  studies  will  be  of  major 
importance  to  the  more  than  100  phenylketonuria  women  reach- 
ing reproductive  age  each  year. 

PREMATURE  LABOR  AND  BIRTH 

Premature  birth  is  one  of  the  most  common  causes  of  neo- 
natal mortality  and  morbidity.     Prematurity  may  be  defined  in 
terms  of  low  birth  weight  (2500  grams  or  less)  and/or  short 
gestation;  that  is,  being  born  too  small  or  too  early  or  both. 
About  seven  percent  of  all  babies  born  in  the  United  States 
are  low  birthweight;  they  account  for  nearly  two-thirds  of 
the  13.0  per  1,000  live  births  infant  mortality  rate.  They 
also  account  for  a  significant  number  of  developmental  abnor- 
malities among  the  survivors.     In  many  instances  no  explana- 
tion exists  for  the  initiation  of  premature  labor.  Studies 
supported  by  the  NICHD  are  examining  normal  and  abnormal  fac- 
tors that  influence  the  onset  of  labor. 

The  factors  regulating  uterine  contractility  are  impor- 
tant in  initiating  and  maintaining  pregnancy  and  terminating 
it  at  the  proper  time.     Investigators  demonstrated  that  one 
such  factor,  the  hormone  relaxin,   is  elevated  in  plasma  at 
the  time  of  the  first  missed  period  following  conception  and 
that  it  suppresses  spontaneous  contractile  activity  of  the 
human  myometrium.     The  studies  suggest  that  relaxin  may  be 
an  important  factor  in  the  promotion  of  uterine  quiescence 
and  hence  maintenance  of  pregnancy.     Current  studies  are 
underway  to  learn  the  mechanism  by  which  the  hormone  influ- 
ences the  uterus. 

Probably  the  best  known  hormone  involved  in  labor  is 
oxytocin.     Studies  are  in  progress  to  determine  which  drugs 
can  be  employed  to  regulate  or  alter  the  storage  and  release 
of  oxytocin  from  the  neurohypophysis  (posterior  pituitary 
gland),  and  thus  inhibit  premature  labor.     Administration  of 
dopamine  to  pregnant  rats  resulted  in  delayed  onset  of  par- 
turition.    The  normal  release  of  oxytocin  from  the  fetal 
pituitary  during  labor  did  not  occur,  but  maternal  oxytocin 
release  was  not  affected.     This  finding  suggests  that  fetal 
oxytocin  is  involved  in  the  timing  of  parturition  in  the  rat 
and  that  dopamine  may  prolong  gestation  by  affecting  oxy- 
tocin.    These  studies  provide  a  basis  for  examining  new  drugs 
for  the  treatment  of  premature  labor  based  on  the  dopamine 
inhibition  of  oxytocin  release  from  the  fetal  and  maternal 
neurohypophysis. 

Another  major  complication  of  pregnancy  is  premature 
rupture  of  the  membranes,  which  increases  the  risk  of  both 
prematurity  and  infection.     Differneces  in  stress  tolerance 
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between  term  and  preterm  human  chorioamniotic  membranes  have 
been  examined.     Preterm  membranes  are  stronger  under  normal 
conditions  than  are  term  tissues.     These  characteristics  are 
being  explored  in  relation  to  environmental  factors  associ- 
ated with  their  premature  rupture.     Studies  are  currently 
underway  of  the  collagen  content  of  membranes  that  rupture 
prematurely  and  those  that  do  not,  and  the  possible  relation- 
ship to  such  factors  as  their  lead  content. 

The  metabolites  of  progesterone  during  pregnancy  and 
their  potential  use  for  signaling  the  onset  of  labor  or  for 
indicating  fetal  maturity  are  being  investigated.  Investiga- 
tors found  that  in  sheep  the  natural  onset  of  labor  coincides 
with  the  ability  of  the  placenta  to  convert  progesterone  to  a 
metabolite  which  then  appears  in  increased  levels.  This 
finding  signals  a  relationship  between  fetoplacental  matura- 
tion and  onset  of  labor.     These  studies  are  now  being  re- 
peated in  baboons  and  humans. 

DISORDERS  OF  THE  NEWBORN 

Research  efforts  are  being  directed  toward  reducing  this 
country's  infant  mortality  rate,  ameliorating  infant  morbid- 
ity, and  narrowing  the  gap  in  time  between  development  of  new 
knowledge  and  its  incorporation  into  the  delivery  of  newborn 
health  care.     Of  particular  interest  here  are  those  maternal 
health  problems  that  affect  newborn  health  status,  environ- 
mental factors  with  which  the  newborn  infant  must  cope  in 
adapting  to  extrauterine  life  and  subsequent  survival  and 
well-being,  and  events  occurring  during  the  period  of  hos- 
pitalization following  birth  that  can  influence  the  subse- 
quent behavior  and  development  of  the  baby. 

Respiratory  distress  syndrome  (RDS)  of  the  newborn  is  a 
major  cause  of  morbidity  and  mortality  among  premature  in- 
fants in  the  United  States.     Studies  have  shown  that  it  re- 
sults from  immature  lungs  due  to  insufficient  pulmonary  sur- 
factant.    One  of  the  major  advances  in  perinatal  medicine  in 
the  past  decade  has  been  the  application  of  knowledge  devel- 
oped from  these  basic  studies  of  the  pulmonary  surfactant 
system.     From  this  research  has  come  the  screening  of  preg- 
nancies threatened  with  premature  labor,  or  needing  elective 
cesarean  delivery,  with  a  test  for  fetal  lung  maturity.  The 
test  detects  the  presence  of  surfactant.     It  provides  the 
methodology  to  eliminate  iatrogenic  prematurity,  and  reduce 
neonatal  RDS,  and  has  led  to  recommendations  that  such 
screening  be  standard  practice.     Current  studies  in  this  area 
are  placing  special  emphasis  on  improving  the  accuracy  of  the 
test  in  infants  of  diabetic  mothers. 

Several  hormones  have  been  found  to  accelerate  fetal 
lung  maturation  and  surfactant  production  when  administered 
to  the  mother.     In  animal  studies  these  hormones  have  been 
shown  to  increase  the  amount  of  surfactant  phospholipid  in 
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fetal  lung  fluid,  to  augment  the  rate  of  incorporation  of 
choline  into  phosphatidylcholine,  and  to  stimulate  the  activ- 
ities of  a  number  of  enzymes  of  phospholipid  biosynthesis  in 
the  lung.     Some  of  these  hormones  -  particularly  glucocorti- 
coids and  more  recently,  thyroxine  -  have  been  used  clin- 
ically as  a  way  to  prevent  RDS.     Administering  them  to  a 
woman  in  premature  labor,  with  a  fetus  whose  lungs  demon- 
strate inadequate  surfactant  concentration,  markedly  de- 
creases the  incidence  of  neonatal  RDS.     Their  mechanism  of 
action  on  the  fetal  lung  is  not  fully  understood,  however, 
and  current  studies  are  attempting  to  provide  basic  data  on 
the  control  of  surfactant  production  in  the  fetal  lung.  This 
information  is  essential  for  appropriate  therapeutic  efforts 
toward  the  prevention  of  RDS. 

Studies  of- the  controlling  steps  in  the  production  of 
pulmonary  surfactant  are  exploring  its  relation  to  active 
labor.     After  observing  that  RDS  is  more  frequent  in  infants 
born  without  labor,  investigators  recently  have  shown  that 
labor  itself  stimulates  surfactant  production  during  the  im- 
mediate newborn  period.     Present  efforts  are  trying  to  eluci- 
date the  mechanisms  by  which  labor  exerts  this  effect.  Other 
studies  are  addressing  the  question  of  why  RDS  is  more  common 
in  the  infant  of  the  diabetic  mother.     One  group  of  investi- 
gators provided  evidence  suggesting  that  insulin  may  inhibit 
the  activity  of  cholinephosphate  cytidylyltransf erase ,  an 
enzyme  which  is  stimulated  by  the  glucocorticoids  and  by 
estrogen  and  which  may  be  a  rate-regulatory  enzyme  in  surfac- 
tant biosynthesis. 

An  important  aspect  beyond  the  understanding  and  treat- 
ment of  RDS  is  the  clarification  of  possible  sequelae  in  the 
survivors.     A  major  concern  is  to  determine  if  they  subse- 
quently have  greater  respiratory  disease  morbidity  than 
appropriate  control  infants.     Data  obtained  to  date  indicate 
that  the  rate  of  all  respiratory  illnesses  is  not  different, 
but  RDS  survivors  may  have  more  frequent  and  more  severe 
lower  respiratory  infections.     Investigators  are  also  assess- 
ing whether  the  organisms  responsible  for  causing  the  infec- 
tious illness  differ  in  the  two  groups,  and  whether  breast 
feeding  alters  the  incidence  of  respiratory  infection  in 
infancy. 

Continuous  positive  airway  pressure  (CPAP)  respiratory 
therapy  has  markedly  increased  survival  of  infants  with  RDS. 
One  complication  of  respirator  therapy  for  newborns  is  de- 
velopment of  bronchopulmonary  dysplasia  (BPD)  with  potential 
long-term  lung  damage.     In  one  study  investigators  examined 
the  cytology  of  aspirates  from  the  trachea  of  infants  receiv- 
ing endotracheal  tube  suctioning  as  part  of  routine  respira- 
tor care.     They  found  three  classes  of  pulmonary  cytology  in 
infants  with  respiratory  distress  syndrome.     Appearance  of 
the  third  class  of  cells  indicated  development  of  BPD,  and 
the  cytological  changes  in  pulmonary  effluent  antedated 
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unequivocal  radiologic  identification  of  BPD  by  4  days.  The 
cytologic  findings  may  provide  an  early  warning  of  impending 
BPD  and  permit  modification  of  treatment  to  prevent  its  de- 
velopment. 

Research  supported  over  the  past  decade  has  led  to  a 
marked  increase  in  understanding  of  the  maturation  of  the 
hypothalamus,  development  of  neuroendocrine  control  of  thy- 
roid function,  and  thyroxine  metabolism  in  tissues.  These 
studies  have  had  numerous  clinical  applications.     Most  impor- 
tant, the  observation  that  the  fetus  or  newborn  without  a 
thyroid  gland  has  low  serum  T4  and  high  TSH  concentrations 
has  led  to  the  development  of  mass  screening  programs  for 
early  diagnosis  of  congenital  hypothyroidism  throughout  the 
world,  with  treatment  provided  early  enough  to  prevent  mental 
retardation. 

Viral  and  bacterial  infections  continue  to  be  a  threat 
to  perinatal  survival.     Infected  amniotic  fluid  (amnionitis) 
is  a  significant  source  of  maternal  and  infant  morbidity, 
and  a  focus  of  numerous  studies.     Recently  amniotic  fluid 
substances  that  inhibit  bacterial  growth  have  been  described. 
These  inhibitory  substances  tend  to  be  present  in  non-in- 
fected and  absent  in  infected  women.     With  further  study,  it 
may  be  possible  to  prevent  some  infections  by  augmenting  or 
inducing  inhibitory  activity  in  amniotic  fluid. 

The  newborn  infant  who  is  breastfed  may  be  the  recipient 
of  maternal  drugs  and  environmental  contaminants  excreted  in 
milk.     Some  investigations  are  examining  levels  of  a  drug  in 
maternal  serum  and  breast  milk,  and  in  infant  urine,  saliva, 
or  serum.     For  example,  one  such  study  showed  that  acetamino- 
phen, a  commonly  used  analgesic,  is  passed  to  the  infant  in 
breast  milk,  but  that  in  the  usual  maternal  analgesia  dosage 
it  reaches  only  low  concentration  in  infants  so  that  it  does 
not  present  a  risk  to  the  nursing  infant. 

SUDDEN  INFANT  DEATH  SYNDROME  (SIPS) 

The  NICHD  continues  to  emphasize  research  into  the 
Sudden  Infant  Death  Syndrome,  the  second  leading  cause  of 
infant  death.     Through  research,  the  initial  concept  that 
SIDS  victims  were  completely  healthy  before  their  deaths  has 
been  replaced  by  the  view  that  they  generally  have  demonstra- 
ted some  abnormalities.     This  concept  suggests  that  the 
recognition  of  risk  factors  could  define  a  "high-risk"  popu- 
lation to  which  preventive  measures  might  be  targeted.  In 
addition,  epidemiologic  and  pathologic  data  have  been  accumu- 
lated that  have  helped  generate  a  number  of  etiologic  theo- 
ries.    This  research  is  described  in  a  separate  NICHD  report 
to  the  Congress. 
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MAJOR  RESEARCH  PROGRAMS  (MRPs) 

Major  Research  Programs  were  initiated  by  the  Institute, 
with  Congressional  endorsement,  in  1977.     These  programs  pro- 
vide an  integrated  approach  to  major  unresolved  problems  in 
perinatal  medicine.     They  are  organized  around  problem/need 
themes  and  are  established  where  research  can  be  coordinated 
with  existing  programs  of  health  care  to  ensure  the  rapid 
assimilation  of  new  scientific  knowledge  into  health  care 
delivery.     These  programs  promote  and  support  multidiscipli- 
nary  research  efforts  in  areas  where  knowledge  gaps  are  not 
sufficiently  addressed  by  ongoing  research,  or  there  are 
needs  to  stimulate  or  intensify  efforts  in  promising  research 
areas.     Seven  MRPs  supported  by  the  NICHD  are  addressing  the 
problems  of  prematurity,  sudden  infant  death  syndrome,  diabe- 
tes in  pregnancy,  and  fetal  hypoxia  as  it  relates  to  maternal 
smoking.     Results  from  these  coordinated  research  efforts  are 
now  appearing. 

Scientists  in  the  MRP  focusing  on  prematurity  are  exami- 
ning the  biochemical  events  accompanying  the  onset  of  labor. 
Attention  has  been  directed  to  the  metabolism  of  the  human 
fetal  membranes,  considering  that  these  structures  may  play 
both  a  metabolic  and  a  mechanical  role.     Measurements  of  pros- 
taglandin concentrations  have  shown  that  they  have  a  specific 
anatomic  distribution  in  these  tissues,  giving  further  cre- 
dence to  their  importance  in  beginning  parturition. 

The  MRP  addressing  the  problem  of  SIDS  is  a  multidisci- 
plinary  effort  to  examine  each  of  several  current  etiologic 
hypotheses.     It  is  a  prospective  study  which  has  as  a  long- 
range  objective  the  prevention  of  SIDS  and  associated  prob- 
lems.    Among  other  studies,  researchers  are  quantitating  the 
presence  of  various  types  of  prolonged  sleep  apnea  (cessation 
of  breathing)  and  are  sketching  risk  profiles.  Simultane- 
ously, they  are  exploring  the  possibility  of  obtaining  objec- 
tive measures  of  prenatal  events  and  determining  their  role 
in  predisposing  an  infant  to  SIDS.     Specific  biochemical  and 
immunologic  studies  are  underway  that  may  provide  clues  for 
the  development  of  a  pharmacologic  approach  to  the  prevention 
of  SIDS.     Finally,  as  concern  for  SIDS  is  not  limited  to  the 
victim  but  extends  to  parents  and  siblings,  the  project  is 
obtaining  data  to  determine  the  consequences  of  a  SIDS  death 
on  the  surviving  family  members,  and  to  evaluate  the  effec- 
tiveness of  therapeutic  interventions  with  the  family. 

Investigators  in  the  MRPs  studying  diabetic  pregnancy 
are  attempting  to  clarify  the  pathophysiology  of  this  meta- 
bolic disorder,  and  to  evaluate  the  question  of  whether 
infants  of  diabetic  mothers  have  an  increased  risk  for  im- 
paired cognitive  development.     These  are  complex  multidisci- 
plinary  studies  in  which  pregnant  women  are  enrolled  during 
early  gestation  and  followed  closely  to  term.  Multiple 
evaluations  are  carried  out  to  assess  the  control  of  maternal 
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diabetes,  the  well-being  of  the  fetus,  and  the  adaptation  of 
the  newborn  infant.     A  number  of  interesting  findings  have 
emerged  from  these  MRPs  in  the  short  time  that  they  have  been 
active.     Pregnant  women  at  term  have  been  found  to  have  an 
accelerated  glucose  production.     An  amount  of  insulin  that 
is  sufficient  to  normalize  circulating  free  fatty  acid  levels 
may  be  insufficient  to  achieve  complete  control  of  fasting 
plasma  glucose  in  insulin-dependent  pregnant  diabetic  sub- 
jects.    Furthermore,  fasting  triglycerides  may  be  elevated 
abnormally  despite  minimal  elevations  in  free  fatty  acid 
levels  and  with  normal  glucose  values.     Investigators  have 
also  observed  that  individual  serum  amino  acid  levels  are 
lower  in  diabetic  pregnancy,  and  postprandial  rises  in  these 
levels  appear  to  be  of  lesser  amplitude  than  in  nondiabetics . 
Minor  aberrations  in  every  maternal  nutrient  appear  to  corre- 
late significantly  with  the  birthweight  of  the  offspring  in 
gestational  diabetics.     Finally,  analysis  of  preliminary 
neurological  and  developmental  outcomes  suggests  a  low 
incidence  of  neurological  abnormalities  in  infants  of  dia- 
betic mothers. 

Investigators  in  the  newest  MRP  are  studying  fetal  hy- 
poxia, intrauterine  growth  retardation  and  fetal-neonatal 
depression  and  their  relationship  to  maternal  smoking.  The 
study  involves  the  progeny  of  women  who  smoke  or  who  have 
chronic  hypertension.     Parallel  investigations  are  being 
carried  out  in  experimental  animals  (baboon,  dog,  sheep)  to 
complement  human  observations.     Systematic  examinations  of 
placentas  are  seeking  anatomical  correlates  of  maternal 
smoking  in  placental  lesions. 
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ALCOBX,  DPDG  ABUSE,  AND  MENIAL  HEALTH  ACMIKISTFAEICN 
National  Institute  of  Mental  Health 

Maternal  and  Child  Health 


Eecent  estimates  indicate  that  in  the  United  States,  as  many  as 
12,000,000  children  under  18  years  of  age  suffer  sore  form  of  mental  health 
problem.  This  includes  serious  substance  abuse  and  retardation.  Analysis  of 
case  utilization  data  indicates  that  as  many  as  90  percent  of  these  young 
people  will  not  receive  needed  mental  health  services. 

In  1976,  the  most  recent  year  for  which  exact  data  is  available,  620,938 
children  under  age  18  were  admitted  to  psychiatric  facilities,  such  as 
community  mental  health  centers,  free  standing  out-patient  clinics,  and  State 
and  county  or  private  psychiatric  hospitals.  No  figures  are  available  for  the 
muter  treated  in  private  outpatient  situations .  These  figures  refer  to 
individuals  identified  through  the  mental  health  system  and  do  not  include  a 
large  number  whose  problems  might  be  helped  by  mental  health  professionals  but 
who  are  handled  within  the  general  health  care  system.  This  group  includes 
those  with  chronic  physical  and  physiological  stigmata.  Other  children 
with  primary  mental  health  problems  who  are  not  identified  by  the  mental 
health  system  are  dealt  with  in  the  criminal  justice  system  and  alternative 
services  systems. 

The  problems  dealt  with  by  the  mental  health  system  include 
psychopathology  related  to  mental  retardation,  organic  brain  syndrome, 
schizophrenia,  depressive  disorders,  and  other  psychiatric  disorders. 
However,  only  21.4  percent  of  the  identified  patient  care  episodes  traced  by 
the  Institute  in  the  mental  health  system  fall  within  the  category  of  the 
classic  psychopathologies  (schizophrenia,  depressive  disorders,  behavior 
disorders,  organic  brain  syndromes) .  The  remainder  seem  to  fall  in  a  category 
more  derivative  of  developmental,  socicr-eccnomic ,  and  family-oriented 
disturbances,  bearing  out  NIMH  findings  that  psychological  dysfunctions  are, 
to  varying  degrees,  related  to  detrimental  social  conditions,  such  as 
disturbed  or  institutional  parenting,  poor  nutrition,  overcrowding  and 
poverty,  and  racism. 

Pesearch 

In  FY  1980,  NIMH  supported  228  grants  with  a  significant  emphasis  on 
child  and  adolescent  mental  health.  Of  these,  107  grants  were  devoted  to 
major  disorders,  suicide,  neurosis,  personality  disorders,  neurological, 
psychophysiological,  and  physical  problems,  as  well  as  multiple  and  general 
mental  health  problems.  The  remainder  were  devoted  to  investigations  of 
mental  health  aspects  of  social  problems  and  to  basic  process  research 
incorporating  psychological,  social,  and  biological  factors  in  child 
and  adolescent  development.  Some  of  the  more  significant  extramural 
research  activities  are  detailed  in  the  material  which  follows. 

Childhood  Depression; 


A  research  study,  currently  in  its  third  year,  has  identified  a  group  of 
children   who   meet   diagnostic  criteria  for  major  adult  depressive  disorders. 
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Various  biological  markers  present  in  this  group  were  classified  and  compared 
with  similar  characteristics  in  adults,  also  suffering  from  depression.  The 
study  has  two  potential  benefits;  symptoms  present  in  one  group,  but  not  the 
other,  may  prove  useful  in  the  diagnosis  of  childhood  depression;  and  symptoms 
in  both  groups  may  make  it  possible  to  predict,  more  accurately,  the 
possibilities  of  recurrence  of  the  disorder  in  later  life. 

Autism: 

Data  from  a  study  of  the  effectiveness  of  behavioral  treatment  of 
autistic  children  indicate  that  intensive  treatment  with  behavior  modification 
techniques  is  more  effective  than  the  more  conservative  approach.  Recovery 
rates  after  intensive  treatment  are  approximately  54-63  percent,  compared  with 
0  to  11  percent  in  the  conservatively  treated  group.  The  findings  are 
expected  to  be  of  value  to  therapists  who  might  otherwise  decide  upon  less 
intensive  forms  of  treatment  which,  in  the  long  run,  would  prolong  the 
problems  of  the  patient  and  likely  result  in  higher  total  treatment  costs. 

Hyperkinesis: 

The  use  of  stimulant  drugs  has  been  a  traditional  and  effective  method 
for  treatment  of  behavioral  problems  among  many  hyperkinetic  children. 
However,  more  recently,  the  use  of  multiple  therapies,  including  special 
education  and  behavior  modi f cation,  are  more  successful.  The  Institute  is 
also  supporting  long  term  studies  of  formerly  hyperkinetic  children  who  are 
now  young  adults.  Although  there  is  a  popular  perception  that  the  problem 
disappears  or  improves  upon  reaching  the  age  of  puberty,  the  study  indicates 
that  victims  generally  retain  a  more  impulsive  lifestyle  and  poor  social 
adjustment.  At  the  same  time,  approximately  25  percent  of  the  group  studied 
were  found  to  be  problem-free  as  young  adults.  The  results  of  this  study  will 
prove  useful  in  relating  early  behavior  patterns  to  the  predicted  outcome  when 
hyperkinetic  children  reach  young  adult  status. 

Day  Care  and  Mental  Health: 

Relatively  little  is  known  about  the  mental  health  consequences  of 
placing  infants  and  very  young  children  in  day  care  outside  the  home.  Early 
findings  regarding  psychological  and  social  development  of  children,  aged 
12-24  months,  indicate  that  day  care  in  general  does  not  interfere  with  the 
mother/child  attachment  and  relationship.  However,  poor  day  care,  or  little 
care,  does  have  a  detrimental  effect  on  the  mother/child  attachment.  In 
addition,  mothers  of  day  care  children  appear  less  negative  in  interactions 
with  their  children  than  do  mothers  of  non-day  care  children. 

Children  of  Mentally  Disturbed  Parents; 

One  important  study  on  the  impact  of  rearing  conditions  on  children's 
behavioral  development  examines  the  consequences  for  children  of  parents  with 
severe  affective  disturbances  (depression  or  manic-depressive  illness) .  Data 
is  still  being  collected,  but  evidence  of  aberrant  rearing  function  -  extremes 
of  ignoring,  love  withdrawal,  overprotection,  insensitivity  to  children's 
signals  and  needs  -  is  mounting.  The  stressed  children  respond  in  divergent 
ways,  but  with  individual  predictability.  Other  research  focusing  on  rearing 
conditions  examines  children  whose  mothers  are  incarcerated  and  children  who 
are  physically  abused. 
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Bij-ryrral  Problems  delated  to  Behavioral  Development: 

The  week  of  a  raster  of  investigators  has  been  devoted  to  research  on  the 
interaction  of  biomedical  problems  and  behavioral  development.  Biomedical 
ccrxLitions  selected  for  study  have  been  those  in  which  developmental  deficits 
are  a  high  probability,  or  in  which  there  is  chronic  and  extreme  psychological 
stress:  long  term  nutritional  deficiences  in  young  children,  childhood 
cancer,  premature  births,  and  juvenile  diabetes. 

The  study  of  juvenile  diabetes  is  appropriate  as  a  model  for 
uraferstanding  the  interaction  of  biomedical  and  psychosocial  factors.  Two 
studies  are  continuing  in  this  area.  The  focus  of  one  is  the  identification 
of  stabilized  behavioral  patterns  in  response  to  the  disease  and  ascertainment 
of  the  factors  which  have  led  to  the  kinds  of  response  patterns  adopted. 
Particular  attention  is  given  to  whether  a  child  develops  a  passive-helpless 
orientation  or  attempts  active-mastery.  The  other  study  tests  the  hypothesis 
that  there  are  significant  individual  differences  in  diabetic  patients' 
patterns  of  biomedical  response  to  stress  which  systematically  relate  to 
whether  their  illness  is  clinically  stable  or  unstable. 

Finally,  the  intramural  research  program  continues  its  study  of  the 
biological  factors  in  behaviorally  disturbed  children,  particularly  those  who 
are  hyperactive,  and  the  offspring  of  disturbed  parents.  The  program  is  also 
investigating  abnormalities  in  hypothalamic  function  among  patients  with 
primary  anorexia  nervosa,  a  debilitating  and  little  understood  disease  which 
affects  adolescent  girls. 

Training 


During  FY  1930,  the  IUME  obligated  $8.9  mill  ion  in  the  targeted  area  of 
children  and  youth.  This  level  of  effort  continues  the  redirection  begun  the 
previous  year,  and  is  expected  to  increase  to  $9.2  million  in  1981.  This 
support  fosters  the  development  of  skills  for  dealing  with  children's  problems 
and  needs,  community  mental  health,  early  prevention  of  mental  illness,  and 
the  education  of  autistic  children.  Funding  includes  programs  involved  with 
the  organization  and  delivery  of  services  performed  by  mental  health  personnel 
in  all  major  categories. 

Services 

The  provision  of  adequate  mental  health  services  to  children  and  youth  is 
a  mandate  of  both  the  existing  Community  Mental  Health  Centers  system  and  the 
•  Mental  Health  Systems  Act. 

NIMH  is  attending  to  the  interrelated  issues  of  prevention  and  early 
identification,  and  is  also  focusing  on  abuse  and  neglect  as  they  relate  to 
both  young  children  and  adolescents.  Other  issues  being  considered  include 
those  concerned  particularly  with  minority  children.  The  Institute  also 
involves  itself  in  advocacy,  deinstitutionali zation,  patients'  rights,  and 
entitlement  issues,  as  these  relate  to  children  and  adolescents.  Examples  of 
supported  projects  follow. 

o  The  Institute  sponsors  the  Clinical  Infant  Program  at  the  Mental  Health 
Study  Center.  Direct  service  and  prevention  objectives  are  represented  in 
this  research  initiative  which  will,  through  the  delivery  of   a   range  of 


534 


services  for  infants,  children,  and  their  families,  develop  and 
evaluate  primary  intervention  strategies  which  begin  prior  to  birth  where 
there  are  expected  interferences  in  the  child's  development. 

o  In  the  area  of  severely  mentally  ill  children,  the  Institute  has  authored  a 
special  report  on  chronically  mentally  ill  children  and  adolescents  as  part 
of  the  National  Plan  for  the  Chronically  Mentally  111.  Services  under  the 
Mental  Health  Systems  Act  target  the  chronically  mentally  ill  as  well  as 
the  severely  mentally  disturbed  child  and  adolescent.  Research  has  also 
focused  on  this  population  as  exemplified  by  a  project  which  has  been 
completed  on  improving  the  operations  of  children's  institutions.  The 
project's  main  foci  were  alternatives  for  institutionalization  by 
demonstrating  a  model  to  develop  "teaching  homes"  for  the  treatment  of 
autistic  and  schizophrenic  children  currently  institutionalized.  Another 
project  being  conducted  focuses  on  dealing  with  the  rehabilitation  of 
psychotic  mothers. 

o  The  "Most  in  Need"  (MIN)  Program  is  an  initiative  targeting  severely 
disturbed  children  and  adolescents  which  is  one  part  of  the  Public  Health 
Service  Child  Health  Initiative  directed  towards  providing  support  for  the 
improvement  in  the  system  of  services  relating  to  children  and  .  youth  with 
serious  problems.  In  most  communities  such  improvement  requires  changes  in 
how  the  agencies  comprising  the  human  services  system  interact. 

Pilot  programs  have  been  funded  in  collaboration  with  the  Indian 
Health  Service  and  the  Administration  for  Native  Americans  (including  a 
project  for  native  Kawaiians) .  These  demonstrations  will  serve  as  a 
prototype  for  future  State  projects.  Some  of  the  major  activities  planned 
for  FY  1931  are: 

-  clarification  and  development  of  a  Program  Implementation  Plan; 

-  monitoring  of  projects  initiated  in  September  1979   on   behalf  of 
most-in-need  Native  American  children  and  youth; 

-  facilitation  of  networks  among  consumers/parents  and  among  Federal 
agencies;  and 

-  development  of  an  information   and   referral   service   related  to 
child  and  family  services  and  system  change  resource. 

o  Two  projects  concerned  with  promoting  the  mental  health  of  Barrio  children 
are  being  undertaken.  One  of  these  approaches  the  problem  while  the  second 
seeks  to  advance  their  mental  health  services  through  a  combined  program  of 
mental  health  and  education  services.  Additionally,  a  project  focusing  on 
factors  relating  to  stress  and  adjustment  in  Spanish-speaking  children  is 
being  conducted. 

Other  Efforts 

The  National  Institute  of  Mental  Health  generates  and  disseminates 
publications  relating  to  the  mental  health  of  children,  through  its  Division 
of  Scientific  and  Public  Information.  A  recent  survey  revealed  that  child 
mental  health  continues  to  be  of  pressing  concern  to  the  mental  health 
professional  and  the  lay  public.  Ten  percent  of  all  search  requests  deal  with 
child  mental  health;  20  percent  of  40,000  requests  for  publications  are  for 
child-related   concerns.     Particular  interest  has  been  shown  for  publications 
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dealing  with  prevention,  including  preschool  screening,  identifications  of 
problems  of  children  at  high  risk,  and  ensuing  counseling  and  therapy.  In  FY 
1981,  a  significant  NIMH  monograph,  Development  of  Mental  Health  in  Infancy, 
was  well  received  by  the  professional  ccmramity,  while  several  new  titles  were 
added  to  the  popular  and  widely  distributed  series,  Caring  About  Kids,  and 
Plain  Talk.  Plans  for  FY  1982  include  production  of  computers-generated 
literature  surveys  focusing  on  the  impact  of  severely  disturbed  parents  on 
children,  childhood  depression,  the  effects  of  divorce  on  children,  and 
adolescent  suicide. 


HEALTH  RESOURCES  ADMINISTRATION 

Bureau  of  Health  Professions 

MATERNAL  AND  CHILD  HEALTH 

Under  the  Nursing  Programs,   registered  nurses  are 
prepared  as  nurse-midwives,  obstetrical/gynecological  nurse 
practitioners  and  pediatric  or  school  nurse  practitioners. 
Nurse-midwives  are  prepared  to  manage  pregnant  women  through 
out  their  pregnancy,  delivery  and  postpartum  period.  All 
these  programs  include  family  planning  and  care  of  the 
newborn.     Obstetrical-gynecological  nurse  practitioners  are 
prepared  to  manage  antepartum  and  postpartum  care  as  well  as 
common  gynecological  conditions  and  family  planning. 
Pediatric  and  school  nurse  practitioners  are  taught  to  take 
a  medical/health  history  and  to  perfrom  a  physical 
examination,   care  for  self-limiting  acute  illiness. 
Emphasis  is  on  preventive  health  care  and  health 
maintenance.  Additionally,   funds  were  awarded  that  dealt 
with  studies  looking  at  labor  and  delivery  developing 
nursing  measures  which  promote  the  well  being  of  both  mother 
and  baby.     Findings  about  nursing  interventions  which  assist 
mothers  to  achieve  optimal  development  of  their  children  are 
expected  to  decrease  the  incidence  of  learning  and 
behavioral  problems  in  school-age  populations. 

Activities  in  other  areas  include  support  for 
continuing  education  practitioner  programs  for  high  risk 
prenatal  nursing;  preparing  nurses  to  teach  and  counsel 
parents  throughout  the  childbearing  years  and  refresher 
programs  for  nurse  midwives  in  order  to  keep  their  special 
skills  and  competencies  current. 

Public  health  funds  have  been  used  to  support  special 
projects  and  traineeships  to  improve  administration  and 
competency  of  personnel  in  maternal  and  child  health 
programs . 
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Public  Health  Service: 


GENERAL  MENTAL  HEALTH 


-T978- 
Actual 


1979 
Actual 


Obligations 


1980 
Actual 


1981 
Estiirate 


1982 
Estimate 


Alcohol,  Drug  Abuse, 
and  Mental  Health 
Administrate on : 
National  Institute  of 

Mental  Health   500,342,000    570,079,000  562,838,000  608,984,000 

Saint  Elizabeths 

Hospital   95,266,000    101,933,000  112,058,000  124,026.000 


TOTAL   595,608,000    672,012,000  674,896,000  733,010,000 


650,677,000 

130.246,000 
780,923,000 
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ALCOHOL,  DRUG  ABUSE,  AND  MENTAL  HEALTH  ADMINISTRATION 
National  Institute  of  Mental  Health 
GENERAL  MENTAL  HEALTH 


In  October  of  1980,  the  Congress  enacted  the  Mental  Health  Systems  Act 
(Public  Law  96-398) .  This  legislation  effects  significant  changes  in  the 
mental  health  services  delivery  philosophy  of  the  Federal  Government, 
including  greater  emphasis  upon  the  total  human  service  needs  of  the 
chronically  mentally  ill;  and  greater  attention  to  the  mental  health  needs 
of  previously  unserved  or  underserved  segments  of  the  population.  Included 
in  the  latter  group  are  children  and  youth,  the  elderly,  racial  and 
ethnic  minorities,  women,  the  poor,  and  residents  of  rural  areas.  The  new 
legislation  also  makes  possible  a  greater  degree  of  Federal,  State,  and 
community  interaction,  in  the  provision  of  mental  health  services  to  persons 
in  need. 

Although  the  Systems  Act  is  designed  to  address  a  variety  of  remaining 
unmet  mental  health  needs,  it  is  also-  structured  in  a  way  which  makes  use 
of  the  numerous  advances  in  the  field  of  mental  health,  realized  over 
the  past  several  years.   Among  these  advances  are: 

o  Development  of  new  psychoactive  drugs  which  provide  symptomatic  relief  of 
mental  illness  and  allow  formerly  hospitalized  patients  to  function  in  the 
community; 

o   Increased  numbers  of  professionals  trained  to  deal  with  the  mental  health 
.  problems  of  previously  underserved  areas  of  the  population; 

o   Development  of  a  national  network  of  ccromunity  mental  health  centers; 

o  Efficacy  studies,  designed  to  evaluate  both  the  cost  effectiveness  and 
success  of  various  treatment  techniques; 

o  New  initiatives  for  the  promotion  of  mental  health  and  prevention  of  mental 
illness;  and 

o  Advances  in  both  basic  and  applied  research,  which  have  increased  our 
understanding  of  the  causes  and  processes  of  mental  illness. 

I.    Major  Priority  Areas: 

Despite  significant  advances  in  the  field  of  mental  health,  there  are 
still  significant  segments  of  the  population  which  are  either 
unserved  or  under  served.  In  addition,  there  is  a  variety  of  crosscutting 
needs  which,  if  met,  can  have  a  major  impact  on  the  entire  mental 
health  field.    These  priorities  are  discussed  in  the  material  which  follows: 

1.    Chronically  Mentally  111: 

Approximately  2,000,000  Americans  suffer  from  disabling  mental  illnesses 
which  are  likely  to  last  for  periods  ranging  from  several  years  to  a  lifetime. 
Many  of  these  patients  have  been  discharged  from  State  hospitals,  and  are  now 
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in  ccnmunities  which  lack  adequate  social  support  and  treatment  services.  For 
several  years,  the  National  Institute  of  Mental  Health  has  supported  a  series 
of  pilot  projects  designed  to  deal  with  the  needs  of  this  group.  In  1982,  the 
Systems  Act  will  make  possible  substantial  increases  in  the  level  of  effort 
devoted  to  the  needs  of  the  chronically  mentally  ill.  The  expanded  program 
will  enable  State  mental  health  authorities,  ccmnunity  mental  health  centers, 
or  other  public  or  nonprofit  groups,  to  assist  individuals  to  obtain  mental 
health  services,  medical  and  dental  care,  rehabilitation  services,  employment, 
housing,  and  other  services  which  will  make  it  possible  for  the  chronically 
mentally  ill  to  function  independently  of  an  inpatient  facility. 

2.  The  Aged: 

Approximately  24  million  Americans  are  65  years  of  age  or  older.  Of  this 
total,  1.2  million  live  in  institutions  which  include  mental  hospitals,  homes 
for  the  aged,  and  nursing  homes.  Over  80  percent  of  this  group  have  some 
degree  of  mental  impairment.  Estimates  of  the  extent  of  mental  disorders  for 
the  remaining  22.5  million  Americans  living  in  the  community  range  from  10  to 
25  percent  (or  2.25  to  5.6  million  people).  In  spite  of  these  statistics, 
only  3.8  percent  of  all  outpatient  psychiatric  admissions  are  for  the  elderly. 
Responding  to  this  need,  the  NIMH  Center  for  Mental  Health  of  the  Aging 
carries  on  activities  which  include  (1)  research  into  mental  health  problems 
of  the  aged;  (2)  incorporation  of  mental  health  components  into  other  health 
and  human  service  programs  for  the  elderly;  (3)  development  and  evaluation  of 
innovative  programs  for  the  delivery  of  mental  health  services  for  the 
elderly;  and  (4)  generation  of  knowledge,  curriculum  and  technology  for  the 
training  of  mental  health  manpower  in  the  unique  mental  health  problems  of  the 
elderly. 

3.  Minorities : 

One-fifth  of  the  U.S.  population  belongs  to  a  minority  group  (Black, 
Hispanic,  native  Americans,  or  Asian  Americans) .  The  social  and  economic 
barriers  related  to  minority  status  have  created  significant  and  unique  mental 
health  problems  for  this  group.  Minority  admission  rates  to  State  and  county 
inpatient  psychiatric  facilities  are  approximately  double  the  rate  for  the 
rest  of  the  population  (321.9  per  100,000  population  compared  with  161.1  per 
100,000) .  By  contrast,  minority  admissions  to  community  or  private  outpatient 
treatment  settings  are  lower  than  that  for  the  rest  of  the  population.  Taken 
together,  the  two  trends  infer  a  need  to  make  community  based  treatment  more 
accessible  to  minorities,  and  to  investigate  more  fully  the  apparent 
differential  treatment  of  mental  health  problems  between  the  two  groups.  The 
NIMH  is  addressing  these  problems  at  several  levels.  The  Institute's  Center 
for  Minority  Group  Mental  Health  Programs  has  a  major  responsibility  for 
addressing  research,  training,  and  service  issues  relating  to  minority 
populations.  In  addition,  the  Systems  Act  has  provided  for  creation  of  the 
post  of  Assistant  Director  for  Minority  Concerns,  to  oversee  the  total 
efforts  of  the  Institute,  as  they  relate  to  minorities.  The  Act  also 
authorizes  funding  for  special  population  groups  (including  minorities) 
which  will  support  mental  health  screening,  emergency  services,  followup 
treatment,  consultation  and  education,  and  inpatient  treatment. 
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4.  Children  and  Adolescents; 

More  than  63  m-i-m™  Americans  are  under  18  years  of  age.  The  prevalence 
of  mental  disorders  within  this  group  ranges  from  8  to  10  percent,  and 
includes  problems  such  as  emotional  problems,  conduct  or  behavioral  disorders, 
and  impairments  or  delays  in  psychological  development.  Contributing  to  the 
problem  is  an  estimated  200,000  reported  cases  of  child  abuse  each  year,  plus 
an  uncounted  number  of  unreported  incidents.  At  least  2,000,000  children  have 
severe  learning  disabilities  which,  if  neglected,  can  have  profound  mental 
health  consciences  for  both  the  child  and  the  family.  For  several  years,  the 
mental  health  of  children  has  been  a  major  Institute  priority,  and  has 
received  increasing  shares  of  the  research,  training  and  service  budgets. 
Recognizing  the  continuing  importance  of  this  area,  the  Mental  Health  Systems 
Act  has  authorized  service  funds  specifically  far  mentally  disturbed  children 
and  adolescents.  Projects  supported  under  this  authority  include  (1)  mental 
health  and  related  support  services  specifically  for  children;  (2)  incentives 
to  ensure  the  avail  anility  of  mental  health  personnel  qualified  to  treat  the 
mental  health  problems  of  this  group;  (3)  provision  of  auxiliary  mental  health 
services  under  the  Education  for  All  Handicapped  Children  Act  of  1975;  and  (4) 
coordination  between  juvenile  justice,  educational,  and  other  insitutions 
which  deal  with  mentally  disturbed  children. 

5.  Rural  Mental  Health: 

Poverty,  a  widely  scattered  population  base,  and  scarcity  of  resources 
are  the  major  deterrents  to  adequate  mental  health  coverage  in  rural  areas  of 
the  United  States.  A  recent  study  revealed  that  the  annual  level  of  mental 
health  service  staff  time  available  to  primarily  rural  users  is  only  40 
percent  of  the  level  available  in  metropolitan  areas.  Although  335  Federally 
funded  community  mental  health  centers  now  serve  approximately  40,000,000 
residents  of  rural  areas,  nearly  2,000  out  of  3,400  rural  counties  are  still 
not  covered.  Services  funding  under  the  Mental  Health  Systems  Act  will 
address  several  facets  of  this  problem.  Grants  for  priority  population  groups 
will  make  possible  the  targeting  of  services  in  rural  areas.  In  addition,  the 
linkage  grant  mechanism  will  make  it  possible  to  place  personnel  with  mental 
health  expertise  into  general  health  care  settings.  Service  payback 
mechanisms  under  the  Institute's  redirected  training  program  will  ensure  the 
availability  of  trained  mental  health  professionals  to  work  in  many  rural 
areas  which  had  previously  been  unable  to  attract  such  personnel. 

6.  Major  Mental  Illnesses; 

Depression  and  schizophrenia  remain  the  major  causes  of  psychiatric 
hospital  admissions.  Although  estimates  of  the  incidence  of  these  disorders 
vary,  it  is  estimated  that  2,000,000  Americans  have  been,  or  could  be 
diagnosed  as  schizophrenic,  and  that  up  to  14,000,000  persons  have  varying 
degrees  of  depressive  disorders.  Most  of  these  individuals  remain  untreated. 
NIMH  research  programs  deal  with  these  problems  through  extensive  studies  on 
origins,  diagnosis,  and  treatment.  Typical  of  such  research  are  studies  on 
the  psychobiology  of  depression,  including  genetic  studies  of  the  incidence  of 
depression  in  families.  In  addition,  a  long-term  clinical  study  is  assessing 
the  effectiveness  of  two  forms  of  psychotherapy  (interpersonal  and  cognitive 
behavior  therapy) ,  alone,  and  in  combination  with  a  widely  used  antidepressant 
medication. 
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7.  Prevention: 

Because  the  prevention  of  mental  illness  is  the  most  humane  and  effective 
way  of  dealing  with  the  problem,  NIMH  has  initiated  significant  research  and 
service  efforts  in  these  areas.  The  goals  of  this  initiative  are  the 
prevention  of  new  cases  of  mental  illness  and  severe  emotional  disturbance; 
and  reduction  of  the  impact  of  dysfunctional  stress  and  life  crises,  by 
developing  individual  skills  in  coping  with  such  problems.  The  thrust  of 
these  efforts  has  been  to  develop,  test  and  evaluate  model  prevention  programs 
which  can  be  replicated  over  a  wide  area. 

II.     Institute  Programs  by  Major  Activity: 

The  NIMH  carries  out  its  programs   through   a   ccmbination  of  research, 
training,    services,    and  the  operation  of  Saint  Elizabeths  Hospital,  a  major 
psychiatric  treatment  facility  located  in  the  District  of  Columbia.     Each  of 
these  activities  is  described  in  the  material  which  follows. 

1.  Research: 

Programs  funded  under  this  activity  are  authorized  under  Section  301  of 
the  Public  Health  Service  Act  and  (for  research  into  the  prevention  and  causes 
of  rape)  Section  601  (d)  of  the  Mental  Health  Systems  Act  (Public  Law  96-398) . 
Research  is  carried  on  both  by  the  Institute's  own  staff  of  intramural 
scientists,  and  through  a  program  of  extramural  grants  and  contracts. 

Intramural  research  is  both  basic  and  clinical  in  nature,  covering  a  wide 
range  of  disciplines  in  the  neurosciences,  as  well  as  the  social  and 
behavioral  sciences.  The  goal  is  to  increase  knowledge  about  the  major  mental 
illnesses,  including  their  causes,  treatment  and  prevention.  Specific 
projects  are  aimed  at  understanding  the  fundamental  processes  responsible  for 
the  development  and  function  of  the  nervous  system,  developing  means  to 
evaluate  these  processes,  and  at  applying  these  concepts  and  methods  to 
clinical  investigations . 

The  extramural  research  program  uses  field  initiated  proposals  to  develop 
new  knowledge  of  mental  health  problems,  and  applies  that  knowledge  in  a 
practical  treatment  sense.  To  ensure  the  greatest  expertise  .in  the  pursuit  of 
these  studies,  the  Institute's  extramural  research  program  is  organized  in  a 
manner  which  is  consistent  with  the  major  areas  of  study: 

o  Neuroscience  programs  support  research  on  basic  behavioral  mechanisms  and 
brain  function.  The  primary  focus  is  on  biobehavior,  neurobiology  and 
psychopharmacology;  however,  this  program  also  coordinates  efforts  in 
specialized  neuroscience  fields  (such  as  genetics) ,  and  encourages  research 
on  clinical-biological  issues,  psychological  and  behavioral  processes,  and 
pharmacological  and  behavioral  relationships. 

o  Behavioral  and  social  science  research  deals  with  the  broad  areas  of 
personality  and  emotional  processes,  cognition  and  learning,  basic  and 
applied  social  sciences,  and  family  and  mental  health  policy  research. 

o  Clinical  research  addresses  all  facets  of  mental  disorders,  including  their 
nature,  description,  diagnosis,  classification,  genetics,  origins,  process, 
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prognosis,  clinical  course,  prevention,  and  fbllowup.  The  substance  of  the 
research  may  be  biological,  psychological,  social,  cultural,  or 
methodological . 

o  Psychosocial  research  addresses  the  processes,  effectiveness,  safety,  and 
efficiency  of  treatments  applied  to  all  recognized  mental  disorders  as  well 
as  emotional  problems  of  children,  adolescents,  adults,  and  the  elderly. 

o  Pharmacologic  and  somatic  treatment  studies  address  a  broad  range  of 
research  aimed  at  both  the  development  and  assessment  of  drug  and  other 
somatic  treatments  for  patients  suffering  from  mental  disorders.  Support 
is  provided  for  research  into  somatic  treatments  for  schizophrenia, 
affective  disorders,  anxiety  disorders,  and  adjustment  and  personality 
disorders  where  anxiety  is  involved,  either  as  cause  or  symptom.  Research 
is  also  supported  for  somatic  treatments  for  "special"  populations  such  as 
infants,  children  and  adolescents,  the  elderly,  the  mentally  retarded,  and 
developmentally  disabled.  Research  concerned  with  treatment  for  mental 
disorders  among  these  special  populations  focuses  an  the  unique  problems, 
characteristics  or  disorders  of  each  population  group  such  as  hyperactivity 
in  children. 

Similar  problems  in  all  these  patient  populations  are  investigated. 
Research  includes  studies  to  identify  and  develop  new  treatments,  such  as 
development  of  animal  models  for  drug  screening;  studies  investigating 
mechanisms  of  action  of  treatments,  such  as  use  of  blood  levels  of  drugs  in 
relation  to  clinical  response;  studies,  including  clinical  trials,  of  the 
safety  and  efficacy  of  both  new  and  established  treatments;  studies 
designed  to  improve  the  methodology  of  clinical  evaluation  of  treatments; 
and  clinical  studies  of  the  interaction  or  combination  of  somatic 
treatments  with  psychological  or  behavioral  treatments. 

o  Research  on  minority  mental  health  has  included  support  of  six  national 
minority  research  and  development  centers,  each  focused  on  a  single 
minority  group.  These  centers  identify  factors  in  cultural  support  systems 
which  promote  or  contribute  to  minority  mental  health;  they  study  the 
impact  of  racism  upon  populations;  and  develop  methods  for  eliminating 
racist  structures  and  behavior  patterns  within  varied  organizational 
settings. 

o  Vfork  and  mental  health  research  responds  to  concerns  raised  by  many 
segments  of  American  society  pertaining  to  the  impact  upon  the  workplace  of 
massive  social  and  technological  changes  occurring  over  the  last  ten  to 
fifteen  years.  Research  addresses  the  issues  of  the  workplace  as  a  major 
source  of  stress  and  conflict ( for  the  individual;  the  individual,  family, 
and  mental  community  health  problems  attendant  upon  widespread 
unemployment;  and  changing  values  and  concerns  about  the  nature  and  meaning 
vof  work. 

o  Epidemiology  studies  deal  with  the  prevalence  and  distribution  of  mental 
illness  among  various  population  groups.  The  major  ocmpcnent  of  this 
effort  is  the  Epidemiology  Catchment  Area  (EGA)  programs.  The  mission  of 
the  ECA  program  is  to  provide  more  accurate  estimates  of  the  incidence  and 
prevalence  of  mental  illness,  in  addition  to  developing  new  technology  for 
valid,  cost-effective  psychiatric  epidemiologic   services.     Five  research 
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sites  across  the  United  States  have  sampled  major  population  subgroups,  in 
order  to  provide  a  more  accurate  description  of  the  mental  health  status  of 
Americans. 

o  The  Mental  Health  Systems  Research  piogcaw  supports  quantitatively  oriented 
projects  relating  to  assessment  of  costs  and  financing  of  mental  health 
treatment  services;  assessment  of  the  supply  and  utilization  of  mental 
health  facilities  and  services;  interactions  between  the  general  health  and 
mental  health  treatment  systems  which  influence  the  care  of  persons  with 
mental  disorders;  assessment  of  needs  for  mental  health  services;  and  the 
applications  of  information  systems  technology  to  mental  health  service 
systems. 

o  The  research  resources  program  is  designed  to  promote  and  develop  improved 
capabilities  in  the  field  of  mental  health  research.  New  scientists  are 
encouraged  to  engage  in  this  field;  research  careers  are  fostered;  and  the 
dissemination  of  research  findings  to  the  mental  health  community  is 
encouraged.  A  notable  activity  in  this  area  has  been  the  Clinical  Research 
Centers  (CRC)  program.  The  purpose  of  each  CRC  is  to  mobilize  a  critical 
mass  of  clinical  and  basic  research  talent,  for  the  purpose  of 
concentrating  on  a  single  mental  health  problem  -  or  a  cluster  of  related 
problems. 

The  1982  objectives  in  the  research  area  include: 

a.  Studies  of  major  mental  illnesses,  particularly  schizophrenia  and  de- 
pression, and  the  basic  physiological,  biological,  and  developmental  processes. 
Primary  emphasis  will  be  focused  on: 

o   Child  and  adolescent  mental  health  disorders; 

o   Treatment  assessment  research  on  psychosocial,  pharmacologic,  and  somatic 
treatments; 

o    Behavioral  medicine  studies  of  anorexia,  obesity,  other  behavioral  dis- 
turbances related  to  physical  tauma  or  stress,  and  to  studies  of  psycho- 
matic  and  psychophysiological  disorders,  sexual  dysfunctions,  and  dis- 
orders of  sleep. 

b.  Efforts  to  gather  reliable  data  on  the  incidence  and  prevalence  of 
specific  mental  disorders  with  particular  attention  to  population  groups  within 
our  society  having  special  needs  such  as  children,  the  aging,  and  racial  and 
ethnic  minorities;  and 

c.  Studies  analyzing  the  delivery  and  utilization  of  mental  health  services. 
2.  Training: 

The  purposes  of  the  Training  and  Manpower  Development  activity  are  to 
train  personnel  for  the  delivery  of  mental  health  services  throughout  the 
nation,  to  support  research  and  development  related  to  the  preparation  and 
utilization  of  manpower,  and  to  assist  State  and  local  entities  in  their 
development  and  utilization  of  mental  health  manpower  for  the  delivery  of 
services.  The  program  also  supports  the  training  of  individuals  for  careers 
in  research  on  identified  mental  health  problem  areas. 
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a .  clinical  Training:  Substantial  progress  has  been  made  in  the 
redirection  of  the  clinical  services  manpower  development  and  training  program 
which  has  been  under  way  for  the  past  several  years.  Over  96  percent  of 
current  funding  for  competitive  projects  supports  the  training  of  personnel 
for  service  in  targeted  priority  areas,  such  as  primary  health  care,  children 
and  youth,  the  elderly,  minorities,  the  underserved  (including  those  in  public 
facilities) ,  prevention,  and  crime  and  delinquency. 

Applicants  for  Federal  support  are  now  required  to  focus  significantly 
and  specifically  on  one  or  more  of  the  following  national  priorities  in 
preparing  personnel  for  the  delivery  of  mental  health  services: 

o  Educating/training  personnel  to  provide  mental  health  services  to  unserved 
or  underserved,  inciting  those  in  geographic  areas,  special  populations, 
and  public  mental  health  facilities. 

o  Increasing  the  supply  of  minority  manpower  for  various  roles  in  mental 
health  service  delivery  systems. 

o  Developing  strategies  for  primary  prevention  across  all  mental  health 
services  manpower  development  and  clinical  training  programs. 

o  Increasing  the  mental  health  skills  and  knowledge  of  general  health  care 
personnel. 

o  Facilitating  the  development  of  effective  and  efficient  systems  for  mental 
health  manpower  development,  with  special  attention  to  linkages  between 
institutions  that  educate  or  train  mental  health  personnel  and  those 
agencies  that  utilize  those  personnel  for  the  delivery  of  mental  health 
services. 

o  Generating  and  disseminating  information,  data,  and  innovative  models  for 
mental  health  services  manpower  development. 

b.  Research  Training:  This  program  provides  funds  to  train  personnel 
for  careers  of  research  in  the  field  of  mental  health  through  grants  to 
institutions,  and  through  fellowships  to  individuals  under  the  National 
Research  Service  Award  Act.  Research  training  is  supported  in  areas 
identified  by  the  ongoing  annually  reported  study  of  national  needs  conducted 
by  the  National  Academy  of  Sciences  which  also  recommends  the  number  of 
trainees  and  level  of  support  (pre-  or  postdoctoral)  needed.  Current  program 
emphasis  is  placed  on  increasing  the  numbers  of  postdoctoral  trainees 
supported,  consistent  with  the  NAS  recommendations.  In  addition,  special 
attention  is  focused  on  increasing  the  numbers  of  minorities  being  prepared 
for  careers  in  research  on  mental  health  problems,  and  in  increasing  the 
capability  of  minority  institutions  or  those  with  substantial  numbers  of 
minority  students,  to  sponsor  minority  related  research  training. 


78-363  0  -  81  -  35 
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c.    1982  Objectives: 

a.  The  Mental  Health  Systems  Act  has  amended  Section  303  of  the  Public 
Health  Service  Act  to  require  obligated  service  for  recipients  of  mental 
health  traineeships.  Implementation  of  this  provision  will  be  a  major 
objective  in  training  for  fiscal  year  1982. 

b.  The  Institute  will  expand  its  efforts  to  increase  the  number  of 
minority  mental  health  professionals  and  to  strengthen  the  mental  health 
skills  of  primary  health  care  providers. 

c.  Support  will  be  continued  for  State  mental  health  manpower  systems 
development,  research  on  manpower,  and  training  of  paraprofessionals. 

d.  Research  training  efforts  will  continue  their  emphasis  on  the  training 
of  personnel  at  the  postdoctoral  level  for  careers  in  research  on  mental 
health  problems.  Efforts  will  be  continued  to  produce  more  minority 
researchers  and  to  improve  the  capability  of  minority  institutions  to  sponsor 
research  training  programs. 

3.  Services: 

This  program  provides  funds  for  the  initiation  of  mental  health  service 
programs  and  for  the  development  of  viable  service  delivery  systems  through 
improvement  of  planning,  administration,  coordination,  and  integration 
of  service  programs  within  communities,  States,  and/or  regions.  The  goals  of 
the  program  are  to  ensure  that  comprehensive  ccmnunity  mental  health  services 
are  available  to  those  in  need  (especially  traditionally  under  served 
and  inadequately  served  populations) ,  and  to  promote  the  development  of 
services  for  chronically  disabled  psychiatric  patients  who  are  at  high 
risk  of  inappropriate  institutional  or  community  care. 

In  years  past,  the  accomplishment  of  these  objectives  was  carried  out 
through  the  Caraunity  Mental  Health  Centers  Act  and  its  subsequent  amendments, 
and  the  Community  Support  Program.  With  the  enactment  of  the  Mental  Health 
Systems  Act,  PY  1981  will  represent  a  transition  year  for  these  programs. 
While  the  Systems  Act  continues  the  funding  of  community  mental  health  centers 
(the  keystone  of  the  Institute's  service  activities),  it  has  also  created 
mechanisms  that  provide  the  increased  flexibility,  necessary  to  meet  the  needs 
of  many  uwierserved  areas.  These  provisions  differ  significantly  from  the 
more,  strictly  defined  requirements  of  past  CMHC  legislation.  Among  the  groups 
specified  as  priorities  by  the  Act  are:  minorities,  the  elderly,  children, 
rape  victims,  rural  populations,  and  the  poor. 

The  Systems  Act  also  strengthens  the  systems  development  objective  of  the 
Institute's  service  programs.  Although  many  services  may  exist  in  a  catchment 
area,  they  are  often  poorly  coordinated.  Consequently,  many  people  meet 
barriers  in  applying  for  services,  The  services  may  lack  continuity,  and 
there  is  costly  duplication.  The  development  of  a  statewide  system  of  care 
places  a  premium  on  coordination  and  maximization  of  available  services.  This 
will  be  accomplished  through  provisions  in  the  Act  for  grants  to  improve  the 
administration  of  State  mental  health  programs,  and  to  create  better  planning 
and  accountability  measures. 
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One  example  of  how  increased  service  capacity,  and  improved  planning, 
coordination,  and  administration  has  continued  to  benefit  a  large  group  of 
under  served  individuals  is  the  Community  Support  Program,  as  expanded  and 
enlarged  in  Section  202  of  the  Systems  Act.  Through  a  pilot  program  started 
in  1977,  support  was  provided  to  State  mental  health  agencies  to  assist  States 
and  local  jurisdictions  in  their  planning,  development,  and  implementation 
of  caammity  support  projects.  Seventeen  States  are  current  grantees. 
As  a  result  of  this  program,  they  have  mobilized  additional  State  funding  to 
local  programs  for  the  chronically  mentally  ill,  stimulated  State  level 
legislative  and  policy  changes  to  enhance  service  delivery,  and  linked  into 
the  resources  of  other  State  agencies  (such  as  the  departments  of 
housing,  vocational  rehabilitation,  and  health)  to  ensure  a  full  range  of 
services  available  to  the  chronically  mentally  ill.  The  evaluation 
component  built  into  this  program  monitors  and  provides  feedback  necessary  to 
improve  the  effectiveness  of  CSP  activities.  The  dramatic  increase  in 
funding  authorized  for  this  activity  in  the  Mental  Health  Systems  Act  is  a 
testament   to   the  proven  viability  of  this  approach  to  service  delivery. 


The  major  service  objectives  for  1982  are  to  maintain  support  of  the 
Ocranunity  Mental  Health  Centers  Program  and  to  initiate  implementation  of  the 
Mental  Health  Systems  Act. 


4.    Saint  Elizabeths  Hospital : 

The  N32-H  has  responsibility  for  operation  of  Saint  Elizabeths  Hospital,  a 
psychiatric  facility  located  in  the  District  of  Columbia.  The  hospital 
provides  inpatient  and  outpatient  treatment,  day  care,  and  outplacement 
services,  primarily  for  residents  of  the  District  of  Columbia.  The  hospital 
also  supports  a  variety  of  mental  health  research  and  training  activities. 

Recognizing  the  role  of  the  hospital  as  the  primary  mental  health 
facility  for  the  District  of  Columbia,  negotiations  with  the  District  of 
Columbia  are  currently  underway,  with  the  intention  of  establishing  Saint 
Elizabeths  Hospital  as  an  independent  corporation. 

The  major  goal  for  Saint  Elizabeths  Hospital  is  to  improve  its  treatment 
resources  and  facilities  to  the  degree  that  permanent  accreditation  will  be 
assured.  It  is  also  anticipated  that  in  1982,  the  hospital  will  be 
established  as  an  independent  corporation. 
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1978 

Public  Health  Service: 

National  Institutes  of 
Health; 
National  Institute 

of  Child  Health 

and  Human 

Development  $     27,544,000  $ 

National  Institute 
of  Neurological 
and  Communicative 
Disorders  and 

Stroke  $       6,680,000  $ 

Total,  NZH  $      34,224,000  $ 

Centers  for  Disease 
Control ; 

Immunization  Prog.$     32,970,000  $ 
Lead-Based  Paint 

Poisoning  Prevent. 

Program  $  10,250,000 

Total,  CDC  $      43,220,000  $ 

health  Services 

Administration:  $     28,400,000  $ 

Alcohol,  Drug  Abuse  and 
Mental  Health  Administration: 
National  Institute  of 
Mental  Health 

PKU  Program  $       2,173,000  $ 

TOTAL,  PHS  $    108,017,000  $ 

Social  Security  Administration: 

Estimated 

payments,  benefits 
from  RFI-DI 

trust  funds  $    592,000,000  $ 

Estimated  general 
fund  payments 
for  supplemental 

security  income... $  635,000,000  $_ 
TOTAL,  SSA  $1,227,000,000  $1, 

Health  Care  Financing 
Administration:  $  649,000  $_ 

■lUEAL  $1,335,666,000  $1 


MENTAL  RETARDATION 
Obi igat ions 

1979  IS 


1981 
Estimate 


1982 
Estimate 


30,883,000  $      30,303,000  S      33,253,000  $  34,013,000 


7,815,000  $ 
38,698,000  $ 


10,827,000  $  11,240,000  $  12,000,000 
41,130,000  $      44,493,000  $  46,013,000 


46,883,000  $  30,363,000  $  30,707,000  $  37,086,000 

13,498,000  11,790,000  10,332,000  2,438,000 

60,381,000  $  42,153,000  $  41,53*, 0^0  $  39,524,000 

30,800,000  $  20,400,000  $  20,400,000  $  20,400,000 


2,476,000  $ 
132,355,000  $ 


2,032,000  $  2,208,000  $  2,253,000 
105,715,000  $    108,640,000  $  108,190,000 


660,000,000  $1,001,000,000  $1,191,000,000  $1,790,000,000 


620,000,000  $_ 
280,000,000  $1 


1,048,000  $_ 
413,403,000  $1, 


760,000,000  $  870,000,000  $  970,000.000 
761,000,000  $2,061,000,000  $2,760,000,000 


1,274,000  $  1,526,000  $  1,711,000 
57,989,000  $2,171,166,000  $2,869,901,000 
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National  Institutes  of  Health 
Mental  Retardation 


Mental  retardation  ranks  among  the  nation's  most  pressing  social  and 
health  problems .    Persisting  from  infancy  through  maturity,  it  ranks  foremost 
among  conditions  of  chronic  disability.    Well  in  excess  of  200  causes  of 
mental  retardation  have  been  identified  and  additional  causes  are  being 
discovered  regularly  through  investigations.    The  greatest  hope  for  mastery 
of  the  problem  lies  in  its  prevention  and,  when  this  is  not  possible,  in  the 
promotion  of  the  individual' s  maximum  skills  through  a  wide-range  of  habili- 
tative  and  restorative  procedures.    Within  the  National  Institutes  of  Health, 
these  efforts  are  major  concerns  of  the  National  Institute  of  Child  Health 
and  Human  Development  and  the  National  Institute  of  Neurological  and  Communi- 
cative Disorders  and  Stroke. 


National  Institute  of  Child  Health  and  Human  Development 


The  NICHD,  within  the  NIH,  has  primary  responsibility  for  research  and 
research  training  concerned  with  mental  retardation.    This  interest  is  ex- 
pressed categorically  through  the  Institute's  Mental  Retardation  and  Develop- 
mental Disabilities  Branch  (MRDD)  of  its  Center  for  Research  for  Mothers  and 
Children  (CRMC) .    The  MRDD  Branch  supports  research  into  the  biological, 
behavioral  and  social  processes  which  contribute  to  or  influence  the  develop- 
ment of  retarding  disorders.    Of  primary  concern  are  studies  dealing  with 
finding  causes  and  means  for  preventing  mental  retardation.    Support  for 
research  pertaining  to  prevention  of  mental  retardation  also  derives  from 
activities  of  other  branches  of  the  CRMC.    The  Institute  employs  research 
grant  mechanisms,  supports  special  research  facilities  as  the  Mental  Retarda- 
tion Research  Centers  (MRRCs),  supports  research  training,  disseminates 
scientific  information,  and  provides  contract  support  for  research  to  accom- 
plish its  goals. 

Research  into  the  causes,  means  of  prevention,  and  methods  for  the  ameli- 
oration of  mental  retardation  serves  many  of  the  research  requirements  of 
other  developmental  disabilities,  including  autism,  epilepsy,  and  cerebral 
palsy.    Mental  retardation  is  frequently  associated  with  these  disabilities 
which  share  with  mental  retardation  a  need  for  similar  treatments  and  ser- 
vices.   Thus,  research  gains  serving  the  mentally  retarded  tend  also  to  benefit 
individuals  with  other  identified  developmental  disabilities. 

Mental  retardation  and  developmental  disability  frequently  derive  from 
genetic  defects,  disorders  of  pregnancy,  and  birth  and  maternal  ill  health. 
They  also  can  derive  from  depressing  life  circumstances,  in  conjunction  with 
or  even  independent  of  reproductive  casualty.    The  NICHD,  because  of  its 
assigned  responsibility  for  research  on  mental  retardation,  has  a  major 
research  concern  for  these  health  and  social  variables. 
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Research  Activities 

The  Institute's  broad  program  of  research  embraces  the  full  range  of 
problems  associated  with  mental  retardation.    Its  research  attack  relates 
to  each  of  the  over  200  identified  mental  retardation  syndromes  with  concern 
for  both  the  preventive  and  ameliorative  aspects  of  the  problem.    The  Mental 
Retardation  Research  Centers  (MRRCs),  constructed  under  the  authority  of 
P.L.  88-164  and  administered  by  the  Institute's  Mental  Retardation  and  Devel- 
opmental Disabilities  Branch,  are  major  contributors  to  the  national  research 
effort  on  mental  retardation.    The  scope  of  the  problems  attacked  and  progress 
toward  their  solution  are  indicated  in  the  reports  of  research  activities  that 
follow. 

Genetics  and  Down  Syndrome  (Trisomy  21) 

Between  5  and  6  percent  of  the  population  suffer  from  some  form  of  serious 
genetic  disease  at  some  time  of  life.    The  incidence  of  chromosomal ly  abnormal 
products  of  gestation  varies  from  61%  in  studies  which  included  fetuses  which 
were  aborted  very  early,  to  22%  and  24%  in  the  series  which  included  fetal 
losses  at  a  later  gestational  period.    The  overall  frequency/  however,  of  all 
chromosomal  anomalies  among  clinically  recognized  abortuses  (fetal  deaths  up 
to  the  20th  week  of  pregnancy)  is  estimated  to  be  50%.    Autosomal  trisomies 
account  for  about  52%  of  all  chromosomal  anomalies  found  in  these  spontaneously 
aborted  products  of  gestation,  of  which  9%  have  trisomy  21  (Down  syndrome). 
Therefore,  it  can  be  estimated  that  2.3%  of  all  spontaneous  abortuses  have 
trisomy  21. 

Down  syndrome  is  the  most  common  and  readily  identifiable  genetic  condition 
associated  with  mental  retardation.    Chromosome  surveys  made  on  newborn  infants 
have  shown  the  average  incidence  of  Down  syndrome  to  be  1  per  800  live  births. 
The  condition  occurs  equally  in  all  classes  of  society. 

Because  proportionately  more  infants  with  trisomy  21  have  been  born  to 
women  over  35,  it  has  been  postulated  that  the  mother  was  the  more  likely  source 
of  the  extra  chromosome  since  females  are  born  with  all  the  eggs  that  they  will 
ever  have  and  are,  therefore,  vulnerable  to  harmful  effects  of  endogenous  and 
exogenous  agents  including  x-rays.    With  the  advent  of  new  staining  techniques, 
it  is  now  possible  to  determine,  in  about  80%  of  cases,  the  parental  source  of 
the  extra  chromosome  21.    Institute  supported  investigators  at  the  University 
of  Oregon  have  reported  that  the  father  was  the  source  of  the  extra  chromosome 
in  23%  of  cases  studied.    Continuing  research  efforts  in  this  area  will  seek 
to  determine  the  extent  of  paternal  contribution  to  Down  syndrome  and  to 
ascertain  if  the  incidence  rises  with  increasing  paternal  age. 

The  Institute  has  awarded  a  contract  to  the  University  of  California,  San 
Francisco  to  develop  an  animal  model  for  genetic  disorders  with  particular 
emphasis  on  trisomy  21.    The  development  of  such  an  animal  model  would  allow 
many  experiments  which  are  either  difficult  to  carry  out  or,  for  ethical 
reasons,  cannot  be  performed  on  human  subjects.    Such  studies  include  detailed 
developmental  analysis  of  the  pathogenesis  of  such  abnormalities;  in  vivo  and 
in  vitro  investigations  of  cells,  tissues,  and  organs  particularly  the  brain; 
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studies  of  pre-  and  post- implantation  stages;  gene  dosage  studies;  and  effects 
of  genetic  and  environmental  factors  on  the  production  of  the  chromosomal  abnor- 
mality.   The  investigators  have  demonstrated  that  two  of  the  three  genes  that 
are  known  to  be  located  on  chromosome  21  in  man  are  located  on  mouse  chromosome 
16.    This  observation  suggests  that  chromosome  16  in  the  mouse  is  homologous  to 
the  human  chromosome  21.    The  investigators  are  selectively  breeding  mice  which 
will  produce  litters  that  are  trisomic  for  chromosome  16.    Such  trisomic 
progenies  will  be  a  valuable  resource  which  will  allow  scientists  to  perform 
various  biochemical,  anatomical,  developmental  and  histological  experiments  that 
might  enhance  our  knowledge  of  Down  syndrome. 

Fragile  X  Syndrome 

Previous  surveys  on  the  prevalence  of  mental  retardation  demonstrated  an 
excess  of  approximately  50%  of  males  among  institutionalized  and  community-based 
subjects.    Whereas  in  the  past,  social  and  behavioral  variables  were  the  reasons 
given  for  a  higher  prevalence  of  mental  retardatfion  in  males,  increasing  num- 
bers of  studies  are  now  being  pursued  to  ascertain  the  biological  reasons  to 
explain  this  phenomenon. 

It  is  estimated  that  X-linked  forms  of  mental  retardation  are  responsible 
for  about  20%  of  all  cases  of  mental  retardation  in  the  moderately  severe  cate- 
gory (I.Q.  range  30-55).    Five  percent  of  the  moderately  retarded  may  be  in  the 
fragile  X  subgroup  of  X-linked  mental  retardation,  making  this  the  most  fre- 
quent genetic  cause  of  mental  retardation  in  males,  and  second  only  to  Down 
syndrome  in  the  association  of  mental  retardation  with  a  chromosome  abnormal- 
ity. 

The  spectrum  of  clinical  manifestations  of  the  syndrome  is  being  determined 
by  a  number  of  investigators,  including  scientists  in  .the  Mental  Retardation 
Research  Center  in  Boston.    The  emerging  phenotype  seems  to  include  several  of 
the  following  signs  and  symptoms:    mental  retardation,  verbal  and  auditory 
deficiencies,  lack  of  fine  motor  control,  hyperactivity,  enlarged  head  in  the 
absence  of  hydrocephalus,  protruding  chin,  large  malformed  ears  which  are  fre- 
quently low-set,  and  enlarged  testes.    Female  carriers  of  the  abnormal  X  chromo- 
some have  a  high  incidence  of  mild  retardation. 

Institute-supported  investigators  are  studying  the  optimal  tissue  culture 
conditions  which  will  detect  the  marker  X  chromosome.    Fibroblasts  from  carrier 
females  and  affected  males  have  been  cultured  successfully,  demonstrating  the 
expression  of  the  marker  X  chromosome.    These  findings  provide  a  basis. for  reli- 
able diagnosis  of  carriers  of  the  disorder. 

Automated  Chromosome  Preparation  and  Karyotyping  Device 

A  major  deterrent  to  a  fuller  application  of  cytogenetic  knowledge  has 
been  the  time  and  effort  required  to  perform  chromosome  analysis  in  the  labor- 
atory.   This  challenge  is  being  met  through  the  development  of  a  computer-con- 
trolled procedure  for  chromosome  preparation  and  karyotyping  funded  by  NICHD. 
The  complete  system  is  undergoing  its  final  year  of  field  testing  under  a 
contract  awarded  to  Northwestern  University.    When  operational,  this  system 
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will  reduce  the  cost  of  cytogenetic  diagnosis,  expand  genetic  services  to 
consumers,  and  permit  broad  scale  studies  of  cytogenetic  disorders.    The  devices 
can  be  used  in  research  laboratories,  clinical  settings,  and  epidemiologic 
surveys.    They  will  help  reduce  the  backlog  of  cases  needing  chromosome  evalua- 
tion, alleviate  boredom,  and  add  consistency  to  the  handling  of  specimens. 

Cytogenetic  Registry 

Another  contract  deals  with  the  development  of  an  Interregional  Cytogenetic 
Registry  which  involves  the  collaborative  efforts  of  five  laboratories  across 
the  country.    The  Registry  has  developed  uniform  procedures  for  recording  and 
storing  clinical,  demographic,  and  cytogenetic  information  transferrable  across 
cytogenetic  laboratories.    Confidentiality  is  maintained  by  deleting  names  of 
patients  and  family  members;  identification  is  made  by  utilizing  case  numbers. 
Three  different  kinds  of  quality  control  measures  are  used  routinely.    The  objec- 
tive of  this  project  is  to  design  and  maintain  a  registry  of  clinical,  epidemi- 
ological and  cytogenetic  information  which  ultimately  will  be  instrumental  in 
providing  better  health  care  delivery  in  the  area  of  clinical  cytogenetics. 
These  goals  can  be  achieved  directly  through  genetic  services  (diagnosis,  coun- 
seling, and  follow-up)  and  indirectly  through  genetic  research.    Six  research 
projects  have  been  completed  recently  which  demonstrated  the  feasibility  of 
retrieving,  collating,  and  analyzing  data  that  have  been  collected  in  the  regis- 
try.   The  registry  can  serve  as  a  resource  for  monitoring  the  genetic  effects 
which  might  occur  in  the  event  of  environmental  catastrophes. 

Inborn  Errors  of  Metabolism 

Phenylketonuria  (PKU)  is  an  inborn  error  of  amino  acid  metabolism  which  is 
associated  with  severe  mental  retardation,  epilepsy  and  behavior  problems.  With 
an  incidence  of  1  per  14,000  births,  the  condition  is  one  of  the  most  common 
metabolic  disorders  which,  when  untreated,  invariably  requires  long-term  insti- 
tutional care. 

A  collaborative  study  of  children  treated  for  PKU,  partially  supported  by 
NICHD,  is  being  conducted  in  15  medical  centers .across  the  United  States.  The 
study  includes  140  PKU  children  who  were  treated  with  a  low  phenylalanine  diet 
shortly  after  birth  to  six  years  of  age.    The  study  has  demonstrated  that  the 
growth  pattern  from  birth  to  six  years  is  normal  for  height,  weight  and  head 
circumference.    Based  on  studies  at  age  six  years,  well-controlled  PKU  infants  do 
not  exhibit  EEG  (brain-wave  tracings)  abnormalities  with  greater  severity  than 
the  general  population.    Measures  of  intellectual  development  at  the  age  of  six 
years  showed  that  treated  PKU  children  achieve  scores  that  are  comparable  to 
the  normal  population.    The  intellectual  achievement  of  children  diagnosed  and 
treated  within  the  first  30  days  of  life,  made  possible  by  the  newborn  screening 
programs  for  PKU  across  the  country,  is  significantly  above  that  of  children 
whose  treatment  is  delayed.    The  question  as  to  when  the  diet  might  be  discon- 
tinued is  being  addressed  by  the  investigators  participating  in  the  collabora- 
tive study.    Preliminary  findings  indicate  that  two  years  after  the  diet  was 
discontinued  there  was  no  difference  between  the  group  of  children  whose  special 
diet  was  discontinued  at  the  age  of  six  years  compared  to  those  who  elected  to 
remain  on  the  low  phenylalanine  diet. 
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Since  the  introduction  of  corrective  dietary  management  for  infants  born 
with  PKU,  many  girls  with  this  condition  have  developed  normally  and  are  now 
approaching  reproductive  age.    Research  initiative  is  needed  to  determine 
whether  or  not  these  women  should  be  maintained  on  a  low  phenylalanine  diet 
during  pregnancy  and,  if  so,  at  what  level.    Need  for  such  studies  is  in- 
dicated by  the  fact  that  babies  born  of  PKU  mothers  maintained  on  an 
•unrestricted  diet  during  pregnancy  are  invariably  born  mentally  retarded. 
Unless  this  research  issue  is  properly  addressed,  we  will  be  faced  with  a 
paradoxical  situation  where  the  incidence  of  (maternal)  PKU  will  increase 
as  more  and  more  phenylketcnuric  children  diagnosed  through  the  newborn 
screening  program  are  treated  and  reach  adulthood  with  normal  intellectual 
endowment.    A  "maternal  PKU"  project  is  currently  being  supported  by  NICHD 
using  rhesus  monkeys  as  experimental  subjects.    A  combination  of  a  high  phenyl- 
alanine diet  and  enzyme  antagonist  are  used  to  induce  PKU  in  the  monkeys. 
They  are  then  mated  and  the  effect  of  different  levels  of  maternal  phenylala- 
nine diet  on  the  offspring  will  be  assessed. 

Urea  Cycle  Metabolism 

The  principal  physiologic  abnormality  in  urea  cycle  enzymopathies  is  a 
defect  in  the  excretion  of  nitrogen  waste.    Previous  therapeutic  approaches 
to  patients  with  urea  cycle  enzymopathies  have  been  designed  to  reduce  the 
requirements  for  urea  synthesis  by  dietary  manipulation  of  protein  and  amino 
acids.    Success  of  these  approaches  to  treatment  of  conditions  associated 
with  nitrogen  accumulation  have  been  limited,  with  death  usually  occurring 
in  infancy  among  patients  with  urea  cycle  enzymopathies. 

Institute-supported  scientists  from  the  Johns  Hopkins  University  have 
developed  a  new  method  of  treatment  by  providing  patients  afflicted  with 
conditions  characterized  by  nitrogen  accumulation  a  new  pathway  for  detox- 
ification and  renal  excretion   of  otherwise  toxic  nitrogenous  substances. 

This  invention  will  be  used  primarily  for  conditions  characterized  by 
accumulation  of  nitrogen  waste  products  such  as  urea  cycle  enzymopathies  and 
Reye  syndrome.    The  over-all  incidence  of  urea  cycle  enzymopathy  is  1  per 
25,000  live  births.    Reye  syndrome  is  characterized  by  the  development  of  a 
progressive  encephalopathy,  generally  following  a  benign  viral  infection, 
in  association  with  abnormal  liver  function  with  postmortem  findings  of  strik- 
ing brain  edema  and  fatty  changes  of  the  viscera,  especially  of  the  liver, 
without  any  evidence  of  inflammation.    Its  incidence  is  difficult  to  determine 
because  reporting  of  cases  is  not  required  in  all  the  states.    Since  its  des- 
cription in  1963  by  Reye  and  his  colleagues  in  Australia,  over  1,500  cases 
have  been  reported  to  the  Centers  for  Disease  Control.  Between  December  1, 
1978  and  March  31,  1979,  CDC  received  reports  of  237  cases  of  which  55  were 
fatal.    The  majority  of  the  survivors  of  Reye  syndrome  manifest  signs  of  brain 
damage  including  mental  retardation  and  neurological  sequelae.  On  a  regional 
basis,  the  incidence  of  Reye  syndrome  in  1978-1979  ranged  from  0.8  per  100,000 
population  18  years  old  or  younger  to  1.9  per  100,000  with  an  average  incidence 
of  1.26  per  100,000. 
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In  the  absence  of  proven  therapeutic  measures  for  these  conditions, 
development  of  other  approaches,  such  as  the  one  which  is  being  evaluated 
by  the  scientists  at  the  Johns  Hopkins  University,  will  be  a  significant 
contribution  to  our  medical  armamentarium.    Other  conditions  such  as  liver 
cirrhosis  and  uremia  might  benefit  from  this  mode  of  treatment. 

Early  Intervention 

The  Institute  fosters  a  strong  program  of  research  concerned  with  early 
interventions  for  infants  at  risk  for  delayed  development  consequent  to  early 
occurring  biological  insults  or  the  damaging  effects  of  depriving  life  circum- 
stances.   The  program  advances  on  the  premise  that  developmental  delay  can  be 
prevented  and/or  ameliorated  in  infants  identified  as  at  risk  and  who  are 
provided  with  appropriate  early  intervention .    Progress  toward  substantiating 
this  premise  is  being  made  as  evidenced  by  the  following  research  accomplish- 
ments. 

Using  a  special  electron  microscopy  method,  an  investigator  at  the 
University  of  Chicago  Mental  Retardation  Research  Center  has  demonstrated 
that  infants  1  to  2  years  of  age  have  a  more  complex  set  of  cortical  brain 
cell  interconnections  and  50  percent  more  synapses  than  adults.    It  was 
previously  thought  that  synapses  in  the  brain  increased  with  age.    In  this 
study  of  normal  human  brains,  it  was  shown  that  the  number  of  synapses 
actually  decreases  between  ages  2  and  16,  remains  constant  from  ages  16 
to  72  years,  and  shows  a  slight  decline  in  the  brains  of  those  aged  74 
to  90. 

The  full  significance  of  the  apparent  overproduction  of  synapses  during 
infancy  is  not  fully  understood.    This  initial  overproduction  of  synapses 
might  be  an  anatomic  basis  for  neuronal  "plasticity."    If  the  brain  has  an 
excess  of  interconnections  at  the  time  of  an  injury,  brain  signals  may  be 
rerouted,  perhaps  explaining  why  the  immature  brain  can  sometimes  recover 
from  injury  more  completely  than  the  brain  of  an  adult. 

A  study  conducted  at  the  University  of  North  Carolina  Mental  Retardation 
Research  Center  has  produced  evidence  suggesting  that  high-risk  infants  who 
have  suffered  mainour ishnment  before  birth  can  make  normal  gains  in  intelli- 
gence if  they  are  provided  with  stimulating  and  responsive  care.    On  the  other 
hand,  similar  infants  who  grow  up  in  an  unresponsive  environment  are  far  more 
likely  to  show  borderline  or  mild  mental  retardation.    Previous  studies,  per- 
formed elsewhere,  had  shown  that  children  who  were  fetally  malnourished , 
especially  those  from  impoverished  home  environments,  more  often  need  special 
education  in  school. 

This  study  compared  the  intellectual  gains  of  42  black  children  when  they 
were  3,  18,  and  24  months  of  age.    All  of  the  children  were  considered  to  face 
a  high  risk  of  developmental  retardation  based  upon  a  socioeconomic  index. 
Ten  of  these  infants  had  the  additional  characteristic  of  being  fetally  mal- 
nourished at  birth:  that  is,  their  ratio  of  weight  to  length  (ponderal  index) 
suggests  that  they  had  not  received  adequate  nutrition  through  their  mother's 
system  during  pregnancy.    Five  of  the  fetally-malnourished  infants  provided 
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with  a  responsive  day  care  environment  averaged  IQ  scores  of  95  at  24  months 
while  the  five  receiving  only  regular  home  care  scored  an  average  of  77. 

Investigators  at  the  Mental  Retardation  Research  Center,  George  Peabody 
College  for  Teachers,  Vanderbilt  University,  have  found  evidence  that  vestib- 
ular stimulation  of  developmentally  delayed  preambulatory  children  can  have 
a  beneficial  effect  on  postural  reflexes  and  motor  skills.    In  their  labora- 
tory, the  Peabody  Center  investigators  have  demonstrated  that  brief  periods 
of  vestibular  stimulation  enhance  the  motor  development  of  developmentally 
delayed  preambulatory  children  by  suppressing  primitive  reflexes  and  stimulat- 
ing the  development  of  postural  reflexes  necessary  for  equilibrium  maintenance. 
These  children,  who  had  not  shown  much  spontaneous  development  prior  to  the 
study,  showed  impressive  motor  and  reflex  gains  following  a  brief  intervention 
period.    Significantly,  the  early  gains  were  maintained  for  at  least  one  month, 
the  point  at  which  followup  assessment  was  made. 

Early  intervention  employing  the  Peabody  and  similar  vestibular  stimula- 
tion methods  with  developmentally  delayed  children  may  have  ramifications 
beyond  mere  motor  development.    There  is  evidence  in  the  literature  that 
suggests  that  motor  competence  is  a  necessary  prerequisite  for  more  mature 
cognitive  functioning. 

The  research  gains  being  made  in  the  studies  of  early  intervention  for  at-risk 
infants  warrants  their  continued  support  by  the  Institute.    These  efforts  will 
continue  with  special  emphasis  being  given  to  research  determination  of  the 
most  appropriate  and  responsive  environments  for  more  precisely  determined 
risk  conditions  of  infancy. 

Research  Training 

In  FY  1980,  the  Institute  supported  21  research  training  grants  in  mental 
retardation  in  the  amount  of  $1.8  million.  Eighteen  of  these  were  in  the  form 
of  institutional  training  grants  and  three  were  postdoctoral  fellowships.  The 
institutional  training  grants  provided  the  primary  mechanism  for  predoctoral 
training  in  the  biomedical  and  the  behavioral  and  social  sciences.  There  con- 
tinues to  be  strong  need  for  the  production  of  competent  behavioral  and  social 
scientists  for  research  on  both  the  preventive  and  ameliorative  aspects  of 
mental  retardation. 
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National  Institute  of  Neurological  and  Communicative  Disorders  and  Stroke 


A  monograph  is  in  preparation  that  reports  on  a  study  of  developmental 
antecedents  of  mental  retardation  at  age  7  in  a  population  of  37,000  children 
followed  from  the  prenatal  period  in  the  NINCDS  Collaborative  Perinatal  Project 
(NCPP).    The  goals  of  this  research  were  to  identify  precursors  of  serious 
cognitive  deficit  and  to  assess  their  relative  inportance.    Recognition  of 
early  risk  factors  for  mental  retardation  will  facilitate  efforts  in  preven- 
tion, diagnosis,  and  treatment. 

It  was  found  that  the  frequency  of  severe  retardation  did  not  differ 
by  ethnic  group,  but  mild  retardation  was  more  frequent  among  blacks  than 
whites.    The  incidence  of  mild  retardation  decreased  sharply  as  level  of 
social  class  increased.    Major  neurological  abnormalities  were  more  frequent 
among  the  severely  retarded  children,  and  the  proportion  of  retarded  chil- 
dren with  these  abnormalities  increased  with  social  class  level.    An  investi- 
gation of  the  familial  occurrence  of  retardation  showed  that  among  whites, 
both  siblings  and  cousins  of  the  mildly  retarded  had  an  increased  frequency 
of  retardation,  but  relatives  of  the  severely  retarded  had  normal  IQs.  How- 
ever, among  blacks,  the  frequency  of  retardation  was  increased  to  a  similar 
degree  in  full  and  half  siblings  of  the  severely  and  mildly  retarded  groups, 
while  cousins  of  neither  group  were  at  an  increased  risk  for  retardation. 

Children  of  adolescent  mothers  under  age  18  had  lower  IQ  scores  at  age 
4  and  a  higher  frequency  of  retardation  than  children  of  mothers  in  their 
twenties.    Findings  were  similar  at  age  7  among  whites  but  not  among  blacks. 
Clinical  signs  of  perinatal  anoxia  were  found  to-be  associated  with  below 
average  performance  on  tests  of  cognitive  development  from  infancy  through 
age  7  and  were  associated  with  mental  retardation,  especially  when  signs  of 
central  nervous  system  impairment  were  also  present. 

Several  antecedents  were  particularly  inportant  for  the  severely  retarded 
group.    Urinary  tract  infection  during  pregnancy,  which  may  result  in  maternal 
endotoxemia,  had  a  strong  association  with  severe  retardation  unaccompanied 
by  major  CNS  signs.    Other  pre-  and  perinatal  predictors  in  this  "unexplained" 
group  were  presence  of  non-CNS  malformations  and  peripheral  nerve  abnormal- 
ities, neonatal  apnea,  and  low  maternal  weight  gain  in  pregnancy.    Low  infant 
psychomotor  test  scores  at  8  months  were  good  predictors  of  severe  retarda- 
tion, and  in  a  subgroup  of  the  severely  retarded  with  cerebral  palsy,  intra- 
cranial hemorrhage  and  seizures  in  the  newborn  were  identified  as  the  most 
inportant  predictors. 

Among  all  severely  retarded  children,  72%  of  whites  and  54%  of  blacks  had 
major  neurological  disorders  that  included  Down  syndrome,  cerebral  palsy, 
epilepsy,  and  CNS  malformations. 

Inherited  metabolic  diseases  and  the  pathogenesis  of  mental  retardation 
continues  to  be  studied  by  NINCDS  intramural  scientists.    The  development  of 
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techniques  to  replace  missing  or  deficient  enzymes  has  been  a  major  focus  of 
the  intramural  program  of  the  NINCDS.    Techniques  for  opening  the  blood-brain 
barrier  to  allow  delivery  of  systemically-administered  enzymes  are  being 
developed.    Intramural  scientists  are  conducting  research  on  the  contribution 
of  infectious  diseases  on  the  developing  brain. 

The  NINCDS  is  supporting  52  extramural  studies  on  mental  retardation  and 
the  metabolic  disorders  which  affect  the  brain  and  are  known  to  cause  mental 
retardation.    Toxic,  metabolic,  and  deficiency  disorders  being  investigated 
include  kernicterus,  phenylketonuria  (PKU),  and  Tay-Sachs  disease. 


CENTERS  FOR  DISEASE  CONTROL 
Bureau  of  State  Services 
MENTAL  RETARDATION 


Immunization 

In  1970,  the  Centers  for  Disease  Control  provided  project 
grants  and  technical  assistance  to  State  and  local  health  agencies 
to  support  an  intensive  rubella  immunization  program.  This 
massive  effort  was  initiated  because  of  the  following:     (1)  A 
rubella  epidemic  occurred  in  the  United  States  in  1964-65  and 
resulted  in  an  estimated  30,000  cases  of  congenital  rubella 
syndrome  (severe  birth  defects)  and  left  nearly  15,000  babies 
mentally  retarded,  deaf,  or  blind;   (2)  a  new  live-virus  rubella 
vaccine  had  just  been  licensed  for  use  in  the  United  States;  and 
(3)  based  upon  past  epidemiologic  data,  an  epidemic  of  rubella, 
similar  to  the  one  in  1964-65,  was  predicted  for  the  early  1970's. 
By  the  end  of  1972,  over  30  million  doses  of  rubella  vaccine  had 
been  administered  in  public  programs,  and  the  predicted  epidemic 
did  not  occur.     Through  June  1980,  102  million  doses  of  rubella 
vaccine  have  been  distributed  through  federally  assisted 
immunization  programs. 

As  a  result  of  rubella  immunization  programs  initiated  in 
1970,  reported  cases  of  rubella  decreased  from  56,552  in  1970  to 
a  record  low  of  11,795  in  1979.     A  new  record  low  will  result  in 
1980,  since  only  3,745  cases  have  been  reported  through  the  first 
50  weeks  of  1980.     In  1970,  a  total  of  77  cases  of  congenital 
rubella  was  reported.     Through  week  50  of  1980,  a  total  of  46 
cases  of  congenital  rubella  syndrome  has  been  reported. 

One  of  the  program  goals  of  the  Immunization  Initiative  was 
to  raise  immunization  levels  of  children  under  age  15  against 
rubella  to  at  least  90  percent  by  October  1,   1979.     This  goal  has 
been  exceeded,  with  the  rubella  level  of  93  percent  as  indicated 
by  the  review  of  school-enterers  immunization  records  during  the 
1979-1980  school  year. 
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CENTERS  FOR  DISEASE  CONTROL 
Bureau  of  State  Services 
MENTAL  RETARDAT ION 


Childhood  Lead  Poisoning  Prevention 

Excessive  lead  exposure  of  young  children  can  produce 
significant,  permanent  impairment  of  the  nervous  system.  Severe 
mental  retardation  is  a  well  known  consequence  of  lead  encepha- 
lopathy.    There  are,   however,  other  subtle  sequelae  that  result 
from  levels  of  lead  exposure  previously  considered  safe.     In  recent 
years  much  research  has  focused  on  these  effects,  which  include 
psychologic  deficits,  behavioral  disorders,   and  learning  disabilities. 

The  social  costs  of  excessive  exposure  to  lead  are 
substantial.     These  include  approximately  $1  billion  annually 
in  special  education  costs  for  children  and,  among  adults, 
earnings  and  employment  losses  of  about  $65  million  each  year. 

Technical  assistance  arid. a  limited  number  of  grants  have 
been  provided  by  CDC  to  coordinate  lead  poisoning  prevention 
activities,   including  community  education,  outreach,  screening, 
medical  followup,  and  environmental  lead  hazard  identification 
and  reduction  services  to  reduce  the  child's  risk  of  lead 
poisoning  and  permanent  neurologic  damage.     In  the  communities 
receiving  project  grant  support,   the  grant  programs  coordinate 
the  lead  poisoning  screening  activities  of  other  child  health 
programs  and  provide  medical  and  environmental  services  to 
children  found  with  lead  poisoning.     To  ensure  quality  laboratory 
analysis  of  screening  and  medical  followup  specimens,   the  Centers 
provide  monthly  proficiency  testing  service  to  laboratories. 
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HEALTH  SERVICES  ADMINISTRATION 
Bureau  of  Community  Health  Services 
MENTAL  RETARDATION 

Through  program  emphasis  on  mental  retardation,  initiated  in 
1956  and  mandated  by  Congressional  earmarkings  of  funds  for  the 
Maternal  and  Child  Health   (MCH)  and  Crippled  Children's 
programs  under  Title  V  of  the  Social  Security  Act  through  1971, 
specific  balanced  and  coordinated  models  of  prevention  and 
services  for  retarded  and  handicapped  children  and  their 
families  have  evolved. 

The  activity  is  dependent  on  the  use  of  portions  of  basic 
formula  grants,  special  project  grants  to  Institutions  of 
Higher  Learning,  a  major  interdisciplinary  training  effort,  and 
programmatic  research  grants  to  achieve  this  emphasis.  The 
coordinated  program  linking  State  health  agencies,  medical 
centers,  and  universities  is  helping  achieve  movement  toward 
the  realization  of  our  two  national  goals  in  mental  retardation 
-  prevention  and  deinstitutionalization.     The  continued  support 
of  20  biochemical  and  cytogenetic  laboratory  units  in  major 
medical  centers,  and  their  linkage  to  statewide  genetic 
diseases  programs,  provided  an  important  tertiary  backup 
support  systems  for  this  newly  implemented  legislation. 

Section  508,  Title  V,  Social  Security  Act,  authorized  grants 
for  projects  to  help  reduce  the  incidence  of  mental  retardation 
and  other  handicapping  conditions  caused  by  complications 
associated  with  childbearing  and  to  help  reduce  infant  and 
maternal  mortality  by  providing  necessary  health  care  to 
high-risk  mothers  and  their  infants. 

Starting  in  fiscal  year  1975,  each  State  was  required  to 
incorporate  such  projects  in  its  State  plan  and  provide  the 
services  either  directly  or  through  grants  and  contracts.  The 
percentage  of  women  seeking  care  in  the  first  trimester  of 
pregnancy  in  these  programs  increased  from  14.5  percent  to  32 
percent  over  the  past  few  years.     The  ultimate  long-range 
impact  on  prematurity  and  the  presumed  decrease  in  the  number 
of  damaged  infants  produced  by  these  women  is  being  studied. 

Phenylketonuria   (PKU) ,  an  inborn  error  of  metabolism,  has,  in 
the  past,  been  responsible  for  1  percent  of  the  severely 
retarded  population  in  State  institutions.     By  detecting 
families  with  the  condition  and  by  screening  newborn  infants 
(43  States  have  enacted  mandatory  requirements  for  such 
screening) ,  the  damage  can  be  prevented  by  early  detection  and 
careful  monitoring  of  the  infants  and  children  on  a  special 
dietary  regime. 

Approximately  97  percent  of  the  live  newborn  infants  in  this 
country  are  screened  for  PKU  and  other  conditions.  State 
Health  Departments,  working  closely  with  medical  centers,  have 
developed  the  necessary  laboratory  and  clinical  facilities  to 
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screen,  diagnose,  and  manage  these  infants  on  the  special  diets. 

Seventy-eight  clinical  centers  are  currently  managing  and 
following  over  2,100  children  with  PKU.     These  children  require 
over  350,  2  1/2  pound  cans  of  special  dietary  products  daily. 
The  bulk  of  this  cost  is  met  by  State  Health  Departments'  Title 
V  formula  funds. 

As  a  means  of  monitoring  the  outcome  and  effectiveness  of 
newborn  infants  detected  and  treated  for  PKU,  some  16  clinics 
have  been  participating  in  MCH  supported  collaborative 
follow-up  of  their  patients.     Findings  thus  far  indicate  that 
children  in  the  study  sample,  for  whom  the  special  diet  was 
instituted  in  the  first  month  of  life,  appear  to  be  developing 
normally  on  this  diet  in  terms  of  physical  and  neurological 
examinations  performed  at  diagnosis,  1,  2,  3,  4,  and  6  years  of 
age . 

A  second  phase  of  this  collaborative  effort  is  exploring  the 
point  in  time  at  which  the  special  dietary  treatment  might  be 
discontinued,  while  a  third  phase  focusing  on  management  of 
potential  pregnancies  occurring  in  females  with  PKU,  who  were 
treated  as  infants,   is  being  initiated. 

A  number  of  metabplic  conditions,  which  can  result  in 
progressive  damage  or  death  of  an  infant  after  birth,  can  be 
detected  through  newborn  screening  programs.     The  same  newborn 
blood  sample  being  collected  for  PKU  screening  can  be  used  to 
test  for  an  increasing  number  of  these  conditions.     Three  State 
Health  Departments   (Oregon,  Massachusetts,  and  Colorado)  have 
set  up  regional  centers  designed  to  screen  for  multiple 
conditions  from  surrounding  States  in  the  Region.  Better 
quality  control  is  maintained  on  such  a  regional,  volume  basis, 
and  the  samples  can  be  screened  for  five  or  six  conditions  at  a 
lower  cost  than  what  some  of  the  individual  States  previously 
paid  to  screen  their  newborn  infants  for  PKU  alone. 

The  State  Health  Departments,  through  their  Children  and  Youth 
Projects,  are  continuing  to  screen  their  populations  for  lead 
poisoning  which  is  still  considered  as  a  major  public  health 
problem. 

Reports  of  "subclinical"  effects  of  lead  on  children  without 
overt  evidence  of  lead  poisoning,  but  with  psychological  and 
other  functional  impairments,  continue  to  appear.  The 
interaction  of  lead  with  other  metals  and  pollutants  is  further 
complicating  the  problem. 

While  the  issue  of  low  lead  toxicity  in  children  is  far  from 
clear-cut,  the  implications  of  many  of  the  positive  findings 
are  grave.     Systematic  joint  efforts  with  local  units  of  the 
National  Association  for  Retarded  Citizens  and  Cerebral  Palsy 
groups,   in  the  education  of  risk  populations  in  preventive 
measures,  are  being  carried  out. 
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The  use  of  MCH  formula  funds  by  State  Health  Departmets  tc 
provide  Rh  immunoglobulin  in  their  maternity  services  for  GH 
negative  women  at  risk,  has  increased  the  utilization  rate  of 
this  preventive  procedure  and  contributed  to  the  general 
decline  of  RH  Hemolytic  Disease. 

The  liberalization  of  State  abortion  laws  and  the  recent 
dramatic  icreases  in  the  early  termination  of  pregnancies, 
however,  may  well  be  negating  some  of  this  progress.     An  Rh 
positive  fetus  if  she  is  not  protected  by  the  administration  of 
RH  immunoglobulin.     Utilization  rates  of  RhIG  after  abortion 
have  been  far  from  ideal.     This  is  an  area  of  prevention  which 
will  require  particular  attention. 

The  number  of  children  with  suspected  and  confirmed  Congenital 
Rubella  Syndrome  being  cared  for  by  the  MCH  supported  Special 
Clinics  for  Mentally  Retarded  Children  and  by  the  Cripple 
Children's  Program  has  shown  a  considerable  decrease.  The 
general  decline  in  immunization  levels  in  our  population, 
however,  again  creates  the  potential  for  the  recurrence  of 
significant  numbers  of  infants  with  Congenital  Rubella  Snydrome. 

Clinical  services  for  mentally  retarded  children,  operation  in 
all  but  two  States,  provided  diagnosis,  evaluation  of  a  child's 
capacity  for  growth,  the  development  of  a  treatment  and 
management  plan,   interpretation  of  findings  and  counseling  of 
parents,  and  follow-up  care.     Mental  retardation  clinic 
services  were  again  provided  for  over  75,000  children,  through 
360,000  visits  made  in  166  clinics  supported  by  MCH  funds. 

Children  are  being  seen  at  these  special  clinics  at  an  earlier 
age  as  a  result  of  multiple  screening  procedures  carried  out  by 
the  State  MCH  programs.     Forty  percent  of  the  new  patients  seen 
in  these  clinical  programs  ages  10-14.     These  clinical  programs 
fulfill  a  major  function  of  "unabling"  children  referred  as 
presumably  mentally  retared.     Among  new  patients  classified, 
one-third  were  found  not  to  be  retarded  and  were  referred  to 
other  appropriate  treatment  resources. 

The  programs  likewise  played  a  significant  role  in  preventing 
institutionalization  by  providing  parents  with  alternatives  in 
terms  of  management  help,   treatment,  and  access  to  community 
resources.     In  order  to  supply  the  leadership  personnel 
necessary  to  maintain  and  extend  this  emphasis,  demonstrate 
exemplary  service  to  primary  care  providers,  and  serve  as  a 
conduit  for  the  transmission  of  research  findings  to  the 
service  delivery  system,   21  of  the  existing  University 
Affiliated  Facilities   (UAFs)   Programs  are  being  supported. 
Such  support  for  the  health  services  component,  in 
collaboration  with  othr  Federal,   State  and  local  input  for 
related  components,   is  focused  primarily  on  interdisciplinary 
training  through  support  of  a  multidisciplinary  faculty  and 
student  stipends,  and  a  range  of  service  delivery  demonstration 
models.     In  these  21  UAFs  Programs,   full  or  partial  support  for 
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some  746  faculty  positions  is  being  provided.     Over  1,700 
long-term  graduate  students  from  the  health  disciplines  are 
annually  being  trained  in  interdisciplinary  approaches  to 
retared/handicapped  children  and  their  families.  Student 
stipend  support  for  approximately  16  of  these  students  per  year 
is  being  provided  and  exemplary  model  services,  which  provide 
the  base  for  the  training,  are  being  provided  to  over  45,000 
individuals  and  their  families. 
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ALCOHOL,   DRUG  ABUSE,   AND  MENTAL  HEALTH  ADMINISTRATION 
National  Institute  of  Mental  Health 

MENTAL  RETARDATION 


The  National  Institute  of  Mental  Health  conducts  a  limited 
amount  of  research  with  mental  retardation  components.  The 
primary  site  for  mental  retardation  research  is  the  National 
Institute  for  Child  Health  and  Human  Development  (since  1962) , 
and  the  Office  of  Human  Development  Services  (formerly  the  Social 
and  Rehabilitation  Service) ,  since  1967. 

The  NIMH  intramural  research  program  is  currently  studying 
both  the  clinical  and  basic  aspects  of  deficiencies  in  body 
chemistry  which  contribute  to  phenylketonuria  (PKU) ,  an  enzyme 
deficiency  which,  if  untreated,  can  result  in  mental  retardation. 
Intramural  staff  have  already  discovered  two  variants  of  PKU,  and 
have  recently  developed  a  simplified  test  for  distinguishing 
between  the  two.  Formerly,  a  liver  biopsy  was  required  to 
determine  the  type  of  PKU  involved.  The  new  test  can  be 
performed  with  small  samples  of  urine,  does  not  involve  the 
administration  of  any  substances,  and  provides  results  within  a 
few  hours.  The  new  testing  method  is  therefore  quick,  accurate, 
and  non-invasive,  and  is  already  being  used  clinically. 

A  new  initiative  deals  with  the  important  issues  growing  out 
of  the  use  of  psychotropic  medications  with  retarded  children. 
Legal  decisions  involving  restrictions  and  safeguards  on  the  use 
of  medications  with  retarded  populations  has  made  clear  the  need 
for  methodologically  sound  investigative  strategies  and 
instruments.  By  agreement  with  the  National  Institute  of  Child 
Health  and  Human  Development,  new  grant  proposals  in  this  area 
are  being  assigned  to  NIMH.  An  ongoing  project  is  currently 
focusing  on  the  development  of  measures  which  could  be  used  to 
detect  drug  efficacy  at  varying  dosages  and  to  reveal  any  drug 
withdrawal  effects  such  as  tardive  dyskinesia.  The  prevalence  of 
tardive  dyskinesia  among  the  residents  of  several  institutions 
for  the  retarded  will  be  determined. 

At  a  recent  conference  on  the  use  of  medications  in 
controlling  the  behavior  of  the  mentally  retarded,  a  clear 
consensus  developed  that  the  use  of  neuroleptic  medications  for 
the  treatment  of  hostile,  aggressive  and  self-destructive 
behavior  of  the  mentally  retarded  could  be  substantially  reduced. 
It  was  estimated  that  20  to  60  percent  of  resident  patients  could 
be  removed  from  medication,  particularly  in  the  presence  of 
active  behavior  modification  treatment  programs.  Many  residents 
requiring  medication  were  found  to  require  from  one-third  to  one- 
half  less  medication  than  they  were  currently  receiving.  The 
conference  participants  also  agreed  that  further  research  focused 
on  the  long-term  therapeutic  and  adverse  effects  of  medication, 
alone,  and  in  combination  with  other  non-somatic  treatment 
modalities,  was  sorely  needed. 
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HEALTH  RESOURCES  ADMINISTRATION 


Bureau  of  Health  Facilities 

MENTAL  RETARDATION 

Mental  retardation  facilities  have  been  eligible  for  and  have 
received  construction  assistance  from  the  Hill-Burton  program  since 
its  inception  30  years  ago.     Up  until  the  passage  of  the  "Mental 
Retardation  Facilities  Construction  Act"  in  1963,  P.L.  88-164, 
Title  I,  the  Hill-Burton  program  was  the  primary  source  of  Federal 
assistance  for  retardation  construction,  and  administered  the  Act 
after  enactment  until  August,  1967.     Since  the  advent  of  the 
specific  construction  programs  for  mental  retardation  facilities, 
the  Hill-Burton  program  has  been  acting  primarily  as  a  back-up 
resource  for  construction  aid.     A  total  of  109  mental  retardation 
projects  have  been  assisted  with  $56.7  million  in  Federal  funds 
under  Title  VI.     Hill-Burton  personnel  in  both  the  DHHS  Regional 
Offices  and  in  the  State  Hill-Burton  agencies  have  provided 
expert  consultation  to  the  mental  retardation  facility  programs 
and  to  many  mental  retardation  project  sponsors  or  potential 
sponsors.     Hill-Burton  consultation  is  especially  valuable  where 
mental  retardation  services  are  to  be  provided  in  a  comprehensive 
healtn  care  facility  or  in  any  combination  with  other  health 
services. 

Public  Law  93-641,   signed  on  January  4,  1975,  and  P.L.  96-79, 
signed  on  October  4,   1979,  extended  and  extensively  revised  the 
Hill-Burton  program.     Mental  retardation  facilities  are  eligible 
under  three  programs  of  assistance:      (1)   Section  1610a  project 
grants  for  construction  and  modernization  projects  designed  to 
prevent  or  eliminate  safety  hazards  in  medical  facilities  and  to 
assure  compliance  with  State  or  voluntary  licensure  or  accreditation 
standards.     Two  Section  1610a  projects  grants  to  mental  retardation 
projects  have  received  tentative  approval  for.  $4  94,550.      (2)     The  sam< 
facilities  are  eligible  for  loans  and  loan  gurantees  (interest 
subsidy  if  in  proverty  areas) ,  and  also  the  construction  of  new 
outpatient  medical  facilities  and  new  inpatient  medical  facilities 
in  areas  which  have  experienced  recent  rapid  population  growth.  No 
funds  have  been  requested  for  this  porgram  in  1982.      (3)     A  third 
grant  program,   specifically  for  demonstration  of  conversion  and 
discontinuance  of  unneeded  acute  care  capacity,  was  added  by 
P.L.   96-79.     No  funds  are  requested  for  this  program. 


563 


DEPARTMENT  OF  HEALTH  AND  HUMAN  SERVICES 

SOCIAL  SECURITY  ADMINISTRATION 
Mental  Retardation 

Purpose 

The  basic  purpose  of  the  social  insurance  programs  (Old-Age,  Survivors,  and 
Disability)  is  to  provide  cash  benefits  to  replace,  in  part,  earnings  that 
are  lost  to  individuals  and  families  when  earnings  stop  or  are  reduced 
because  the  worker  retires,  dies,  or  becomes  disabled.    This  program  is 
contributory  and  self-supporting.    Benefits  are  wage- related  and  entitlement 
to  benefits  is  an  earned  right.    In  January  1974.,  the  Supplemental  Security 
Income  Program  was  added  to  those  SSA  administers.    It  provides  payments  to 
the  needy  aged,  blind,  and  disabled,  is  noncontributory  and  is  financed  entirely 
out  of  general  Federal  revenues. 

Historical  Development 

In  1935,  when  the  original  social  security  law  was  passed,  the  program  was  to  have 
provided  only  retirement  benefits  to  aged  workers.    In  1939,  benefits  for  dependents 
and  survivors  were  added  and  benefits  become  payable  in  1940.    Protection  against 
long-term  total  disability — not  only  for  disabled  workers,  but  also  for  adult  sons 
or  daughters  (wno  became  disabled  before  age  18)  of  disabled,  retired,  or  deceased 
workers — was  provided  by  the  1956  amendments.    The  1967  amendments  provided  benefits 
for  disabled  widows  and  widowers  age  50  and  over.    Since  1958,  there  have  been  seven 
general  benefit  increases  in  recognition  of  the  fact  that  prices  and  wages  have  gone 
up.     In  1972,  a  section  of  P.L.  92-336  provided  for  an  automatic  benefit  increase  when 
the  cost-of-living  rises  by  3  percent  or  more.    Effective  January  1974,  payments 
under  the  Supplemental  Security  Income  Program  began  to  qualified  aged,  disabled, 
and  blind  persons,  including  the  mentally  retarded. 

Economic  Impact 

Old-Age,  Survivors,  and  Disability  Insurance  (Title  II  Programs) 

Mental  retardation  is  a  major  factor  in  about  70  percent  of  cases  involving 
dependents  or  survivors  who  have  been  continuously  disabled  since  childhood. 
In  fiscal  year  1980,  an  estimated  350,000  mentally  retarded  adults,  disabled 
in  childhood,  and  retarded  workers  received  $900  million  in  benefits. 

The  regulations  contain  guides  as  to  the  level  of  severity  required  in 
disability  cases  involving  mental  retardation.    These  regulations  (published 
in  1968)  have  the  effect  of  law  and  are  available  to  the  public  and  the 
medical  community. 
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The  number  of  mentally  retarded  children  under  age  18  who  receive  social 
security  insurance  payments  as  dependents  of  retired,  disabled,  or 
deceased  workers  is  unknown,  since  their  benefits  are  payable  regardless 
of  disability.    Under  social  security's  "Childhood  Disability"  provisions, 
lifetime  monthly  payments  can  be  made  to  a  person  age  18  or  over  who  has 
been  disabled  by  mental  retardation—or  other  impairments — since  childhood. 
In  many  cases,  the  monthly  benefits  enable  the  retarded  childhood  disability 
beneficiary  to  be  cared  for  at  home  instead  of  in  an  institution.  Further- 
more, as  more  and  more  retarded  people  outlive  their  parents,  the  program 
offers  reassurance  to  fathers  and  mothers  who  know  that  financial  help  for 
their  disabled  child  will  be  forthcoming  even  after  their  deaths.  About 
55  percent  of  the  childhood  disability  beneficiaries  are  age  35  and  over 
and  32  percent  of  them  are  age  45  and  over. 

If  the  parents  are  dead,  a  relative  who  has  demonstrated  a  continuing 
interest  in  the  beneficiary's  welfare,  a  welfare  agency,  or  a  legal  guardian 
may  be  chosen  as  representative  payee  to  handle  the  benefit  funds  and  to 
plan  their  use  on  behalf  of  the  beneficiary.    Each  representative  payee  is 
held  accountable  for  the  way  in  which  he  uses  the  benefits. 

Supplemental  Security  Income  (Title  XVI) 

An  estimated  4.20,000  retarded  individuals  who  are  not  entitled  to  benefits 
under  the  title  II  Disability  Insurance  Program  were  receiving  payment 
under  the  Supplemental  Security  Income  Program  by  the  end  of  calendar 
year  1980. 

Activities  and  Achievements 

Since  1970,  the  Social  Security  Administration  has  conducted  biennial  on-site 
reviews  in  State  mental  hospitals  and  schools  for  the  retarded.    The  program 
focus  is  an  in-depth  examination  of  the  way  in  which  these  institutions  are 
managing  social  security  benefits  on  behalf  of  patients  who  receive  their 
checKS  through  an  institutional  official  serving  as  "representative  payee." 

The  observations  and  conclusions  resulting  from  a  State  review  are,  after 
analysis,  communicated  to  the  State  Commissioner  for  this  use  in  the 
development  of  improved  practices  in  the  State's  system.    Findings  also 
serve  as  a  basis  for  SSA  program  and  policy  evaluation.    The  on-site  approach 
is  expected  to  strengthen  relationships  with  the  States,  improve  their 
understanding  of  their  responsibility  for  optimum  use  of  benefits  when 
serving  as  representative  payee,  and  open  new  channels  for  the  discussion  of 
problems  and  practices  affecting  the  well-being  of  all  beneficiary-patients 
in  State  mental  institutions. 

SSA  has  participated  in  the  Special  Program  for  Employment  of  the  Handicapped 
to  employ  the  mentally  retarded  since  its  inception  in  1954.    It  also  has 
tried  to  generate  interest  in  the  program  by  private  employers  and  other 
Federal  agencies.    In  SSA,  mentally  retarded  persons  are  successf Lilly 
performing  in  such  positions  as  mail  and  file  clerks,  messengers,  operators 
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of  printing,  xerox,  card  reader  machines,  and  Key  punch  machines.  An 
experiment  with  the  color  coding  of  file  cabinets  and  cartridges  of 

microfilm,  has  proven  highly  successful  in  broadening  employment  opportunities 
for  the  mentally  retarded  to  an  area  of  wor*  which  requires  a  very  nigh  degree 
of  accuracy. 

In  cooperaticn  with  the  Bureau  of  Census,  the  Social  Security  Administration 
conducted  surveys  in  1971  and  1972  of  ncn- institutionalized  adults  who  had 
been  reported  as  disabled  in  the  1970  Census  or  had  become  disabled  since 
the  1970  Census.    The  data  collected  included  demographic  characteristics, 
employment  history  and  present  work  situation;  disabling  conditions;  job 
limitations  and  adjustment,  functional  limitations  and  mental  health 
ratings,  -use  of  medical  care  and  rehabilitation  services,  family 
participation  and  relationships,  and  economic  resources.    Mentally  retarded 
persons  age  13  and  over  who  were  not  institutionalized  at  the  time  of  the 
survey  are  included  in  these  studies. 

The  available  reports  summarizing  the  data  are: 

(1)  First  Findings  of  the  1972  Survey  of  the  Disabled:  General 
Characteristics,  published  in  the  October  1976  SSA  Bulletin; 

(2)  Impact  of  Disability  on  the  Family  Structure,  published  in 
the  May  1977  SSA  Bulletin;  and, 

(3)  Disabled-Worker  Beneficiaries  under  OASDI :    Comparison  with 
Severely  Disabled  PA  Recipients,  published  in  the  August  1977 
SSA  Bulletin. 
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DEPARTMENT  OF  HEALTH  AND  HUMAN  SERVICES 
HEALTH  CARE  FINANCING  ADMINISTRATION 
MENTAL  RETARDATION 


Title  XIX,    known  as  Medicaid,  provides  Federal  matching  payments  for 
State  expenditures  for  health  care  for  the  poor.    In  FY  1979,  fifty- 
three  States  and  jurisdictions  were  participating  in  Medicaid  (Arizona 
is  the  only  state  not  participating. 

With  the  federalization  of  the  adult  categories  on  January  1,  1974, 
under  the  Supplementary  Security  Income  (SSI)  program,  States  are  not 
in  all  cases  required  to  provide  Medicaid  to  all  adult  recipients  of 
cash  assistance  under  Title  XVI,  as  was  the  case  in  the  past  under 
Titles  I,  X,  XIV,  or  XVI.    Limited  Medicaid  coverage  of  SSI  cash 
assistance  recipients  will  apply  in  States  which,  in  determing  Medicaid 
eligibility,  opt  to  apply  any  eligibility  criteria  from  the  January  1, 
1972,  medical  assistance  standard  which  is  more  restrictive  than  the 
eligibility  requirements  for  the  Federal  Title  XVI  program  for  aged, 
blind,  and  disabled  individuals.    States  which  retain  any  eligibility 
factor  (s)  from  their  Janaury  1,  1972,  standard  which  is  (are)  more 
restrictive  than  the  Title  XVI  eligibility  factor (s)  must  deduct  a  per- 
son's medical  expenses  from  his  income  in  determining  eligibility. 
(They  are  not  required  to  cover  Title  XVT  cash  assistance  recipients 
who  have  higher  income  or  resources,  or  who  otherwise  do  not  meet  the 
Janaury  1972,  medical  assistance  standard.)    As  of  January  1,  1980, 
fifteen  States  and  jurisdictions  have  restricted.  Medicaid  eligibility 
of  SSI  recipients  under  this  option. 

Thirty-Five  States  extend  Medicaid  coverage  to  all  recipients  of  cash 
assistance  under  the  SSI  program.    States  also  have  the  option  of  pro- 
viding Medicaid  coverage  to  persons  receiving  a  State  Supplemental 
payment,  subject  to  certain  limitations.    In  additions,  States  may 
still  elect  to  cover  certain  medically  needy  persons  who  are  eligible 
for  help  only  with  their  medical  bills  and  who  do  not  receive  main- 
tenance payments. 

All  Medicaid  services  included  under  the  State  plan  (mandatory  services 
include:    inpatient  hospital  care,  outpatient  care,  physician  services, 
skilled  nursing  facility  services  for  individuals  21  years  of  age  and 
older,  early  and  periodic  screening,  diagnosis  and  treatment  services 
for  children  under  21,  lab  and  x-ray  services,  and  home  health  services; 
in  addition,  States  may  cover  a  range  of  optional  health  services  includ- 
ing dental  care,  drugs,  eyeglasses,  intermediate  care  facility  services, 
etc.)  are  available  to  eligible  mentally  retarded  individuals. 

Effective  Janaury  1,  1972,  P.  L.  92-223  transferred  intermediate  care 
services  to  Title  XIX  as  an  optional  service  and  authorized  the  provi- 
sion of  intermediate  care  facility  services  in  public  institutions  for 
the  mentally  retarded  if  the  institution  provides  health  or  rehabili- 
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tative  services  and  if  the  eligible  individuals  are  receiving  active  care 
and  treatment.    To  assure  that  the  Federal  dollars  made  available  for  such 
institutional  care  could  lead  to  higher  quality  care  and  services  in  an 
improved  environment,  and  not  simply  to  a  replacement  of  State  dollars,  the 
legislation  contained  a  provision  requiring  the  States  to  maintain  their 
own  fiscal  effort.    Forty-six  States  have  responded  to  the  new  Title  XIX 
authority  by  adding  to  their  State  plan  coverage  of  ICF  services  in  public 
institutions  for  the  mentally  retarded.    Prior  to  January  1,  1972,  some 
17  States  claimed  Federal  matching  in  the  costs  of  care  in  institutions 
which  qualified  as  skilled  nursing  home  services.    It  should  be  noted  that 
because  services  in  the  past  were  being  provided  to  the  mentally  retarded 
as  skilled  nursing  home  services,  the  adoption  of  the  intermediate  care 
facility  program  resulted  in  a  redesignation  of  facilities  in  some  States. 
The  result  is  that  these  facilities  are  able  to  provide  services  at  a  more 
appropriate  level  of  care  in  instances  where  skilled  nursing  care  is  not 
medically  necessary.    States,  however,  continue  to  provide  care  for  the 
mentally  retarded  in  skilled  nursing  facilities  where  medically  appropriate. 

Total  Federal  expenditures  for  services  for  the  institutionalized  mentally 
retarded  (in  ICF's  only)  were  estimated  to  be  $1,711  million  in  FY  1982. 
Estimates  are  not  available  on  the  number  of  Medicaid  dollars  expended  on 
all  other  Medicaid  services  provided  to  the  mentally  retarded.    It  should 
be  emphasized  that  the  Medicaid  eligible  mentally  retarded  person  may 
receive  the  full  range  of  Medicaid  services,  and  receive  them  on  the  same 
basis  as  the  rest  of  the  Medicaid  eligible  population. 
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HEALTH  SERVICES  ADMINISTRATION 
BUREAU  OF  COMMUNITY  HEALTH  SERVICES 
MIGRANT  HEALTH 


During  the  current  fiscal  year  1980,  the  Migrant  Health 
Program  administered  by  the  Bureau  of  Community  Health 
Services,  Health  Services  Administration,  Department  of 
Health  and  Human  Services,   supports  12  2  migrant  health 
projects.     These  projects  provide  the  main  source  of  health 
care  services  to  thfe  Nation's  2,700,000  migrants  and 
seasonal  farmworkers  and  their  families.     In  fiscal  year 
1980,   these  projects  provided  services  to  approximately 
581,000  persons. 

These  centers  and  projects  provide  primary  health  services, 
such  as:  physician  services,  diagnosis  and  treatment,  as 
well  as  laboratory  pharmacy  and  emergency  services.  Sup- 
plemental services  are  provided  as  appropriate,   such  as: 
home  health  services,  dental  outreach  and  environmental 
health  services,   inpatient  and  outpatient  hospital  care. 

The  purpose  of  the  Migrant  Health  Program  is  to  assure 
access  to  and  provide  adequate  levels  of  health  care 
services  for  migrants  and  seasonal  farmworkers  and  their 
families  with  a  priority  in  high  impact  areas.  The 
Migrant  Health  Program  is  one  of     the  integral  parts  of 
the  Rural  Health  Initiative.     Through  this  initiative, 
projects  provide  access  to  primary  care  services  that  are 
linked  with  other  community  health  social  service  programs. 
By  integrating  projects  that  serve  migrants  with  other 
Bureau  of  Community  Health  Services  programs,  the  resources 
of  the  Migrant  Health  Program  have  been  expanded  to  make 
comprehensive  services  available  to  an  increased  number  of 
migrant  and  seasonal  farmworkers  and  their  families. 

Two  special  demonstration  programs  will  be  sponsored  through 
the  Migrant  Health  Program.     They  are:  Migrant  Health 
Hospitalization  program  and  Environmental/Sanitation  program. 
The  Migrant  Hospitalization  program  provides  inpatient  hospital 
care  to  migrants  and  their  families  in  selected  areas  of 
special  need;   top  priority  is  given  to  high-risk  mother  and 
infants.     In  line  with  the  new  legislation   (P.L.   95-626)  and 
the  program's  continuing  efforts  to  provide  hospital  services 
as  necessary,  a  minimum  of  10  percent  of  the  1980  request 
($3,970,000)   will  be  available  for  these  services.  This 
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special  demonstration  program,  designed  to  provide  hospital 
care  effectively  and  economically  for  a  selected  migrant 
population  nnd  to  gather  and     evaluate  data  on  hospital 
utilization  and  cost  of  hospital  services,  was  initiated 
during  fiscal  year  1974.     The  Health  Care  Financing 
Administration  serves  as  the  fiscal  intermediary  for  re- 
imbursing hospitals  for  care  provided  to  eligible  migrants 
in  this  program.     A  total  of  14  migrant  health  projects 
have  established  agreements  with  28  hospitals  to  provide 
inpatient  care  for  approximately  3,900  migrants.     The  special 
environmental/sanitation  program,  upon  the  Secretary's 
approval  and     determination  that  funds  for  the  improvement 
are  not  available  from  any  other  sources,  will  make  a  portion 
of  grant  funds  available  for  improvements  to  private  property 
to  alleviate  hazards  to  the  health  of  those  residing  on,  or 
otherwise  using  the  property,   and  of  other  persons  in  the 
centers'   catchment  area.     In  addition,   funding  will  be  avail- 
able for  the  continuation  of  State  program  assistance  contracts 
to  improve  the  condition  of  sanitation  in  migrant  labor  camps 
by  promoting  the  development  and  implementation  of  an  effective 
State  level  surveillance  and  enforcement  program  with  special 
attention  being  given  to  water,   sewage,  and  housing  problems 
affecting  the  health  of  migrants.     A  total  of  $500,000  will  be 
available  for  these  two  activities. 

In  1981,  the  Migrant  Health  Program  will  continue  to  support 
the  122  ongoing  projects.     Care  will  be  provided  for  an 
estimated  581,000  migrants  and  seasonal  farmworkers  and  their 
families.     This  represents  approximately  22  percent  of  the 
estimated     2.7  million  migrants  and  seasonal  farmworkers  and 
their  families  receiving  health  care. 

The  1982  budget  request  of  $43.4  million  will  provide  for 
services  that  will  be  below  the  1981  budget  level.  The 
level  of  funding  will  provide  comprehensive  health  care 
for  estimated  531,500  migrant  and  seasonal  farmworkers  and 
their  families.     This  represents  20  percent  of  the  estimated 
2.7  million  migrants  and  seasonal  farmworkers.     In  addition, 
10  percent  of  the  1982  budget  request  will  be    used  for 
hospitalization  and  approximately  3,570  high  risk  mothers  and 
their  infants  will  be  served. 


MULTIPLE  SCLEROSIS 
Obligations 
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Public  Health  Service: 

National  Institutes  of 
Health; 

National  Institute  of 
Neurological  and 

^rSet!?.!'!!!!!!!ni,776,000  $13,935,000  $21,371,000  $22,480,000  $24,900,000 
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NATIONAL   INSTITUTES    OF  HEALTH 
National  Institute  of  Neurological  and  Communicative  Disorders  and  Stroke 

MULTIPLE  SCLEROSIS 


Multiple  sclerosis    (MS)    is  a  relatively  common,  progressively 
disabling  disease  of  the  central  nervous  system  that  primarily 
affects  young  adults.     The  disease  is  characterized  by  the 
loss  of  myelin,   which  surrounds  nerve   fibers  in  the  brain 
and  spinal  cord.     The  course  of  the  illness  classically  is 
that  of  remissions  and  exacerbations  but  many  patients  have 
a  very  slowly  progressive  disease.     Permanent  damage  results, 
which  may  affect  the  patient's  reasoning,  movements,  and 
body  functions.   Patients  may  continue  living  essentially 
normal  lives  for  varying  numbers  of  years  before  the  cumulative 
damage  leads  to  severe  curtailment  of  function,   and  dependency. 
The  average  life  expectancy  after  onset  of  the  disorder  is 
about  35  years.     A  national  study  to  determine  the  incidence 
and  prevalence  of  multiple  sclerosis  in  the  U.S.   has  been 
undertaken  by  the  National  Institute  of  Neurological  and 
Communicative  Disorders  and  stroke. 

The   Research  Program 

Within  the  NINCDS,   efforts  to  understand  and  conquer  MS 
are  under  way.     The  Laboratory  of  Central  Nervous  System 
Studies,   the  Infectious  Diseases  Branch,   and  the  Molecular 
Virology  Section  of  the  Laboratory  of  Molecular  Biology,  are 
engaged  in  viral  research,   while  the  Neuroimmunology  Branch 
conducts  basic  and  clinical  MS  research.     In  addition,  the 
neurochemistry  of  myelin  is  being   studied  in  the  Developmental 
and  Metabolic  Neurology  Branch  and  the  Laboratory  of  Neuropathology 
and  Neuroanatomical  Sciences. 

Through  its  extramural  grant  program,    the  Institute 
also  supports  eight  major  MS  clinical  research  centers: 
University  of  California  at  Los  Angeles;    University  of 
Pennsylvania;   Wistar  Institute,   Philadelphia;   Emory  University, 
Atlanta;   Albert  Einstein  College  of  Medicine,   Bronx,  New 
York;   Scripps  Clinic  and  Research  Foundation,   La  Jolla, 
California;    University  of  California,    San  Francisco;    and  The 
Johns  Hopkins  University,  Baltimore. 


572 


Epidemiology  of  MS 

MS  strikes  individuals  at  their  peak  period  of  training, 
earning,   and  family  life.   It  ranks  seventh  among  the  causes 
of  severe  handicaps.   Yet,   the  true  prevalence  of  MS  is 
difficult  to  establish  because  the  disorder  is  not  always 
readily  diagnosed  and  there  is  no  requirement  that  cases  be 
reported  to  a  state  or  national  health  agency. 

To  obtain  an  accurate  picture  of  MS  in  the  United 
States,   the  NINCDS  Office  of  Biometry  and  Field  Studies, 
undertook  a  national  survey  of  the  incidence,  prevalence, 
and  cost  of  multiple  sclerosis.     This  study  is  now  nearing 
completion.     Preliminary  findings  indicate  that  there  were 
122,873  cases  of  multiple  sclerosis--or  57.8  cases  per 
100,000  population — in  the  conterminous  United  states  as  of 
January  1,   1976.     These  findings  are  similar  to  preliminary 
data  reported  from  The  1978  Health  Interview  Survey  conducted 
by  the  National  Center  for  Health  statistics,   after  the 
results  of  that  study  were  adjusted  for  individuals  unaware 
that  they  had  multiple  sclerosis. 

The  estimated  average  annual  incidence  of  MS  in  the 
United  States  for  the  period  1970-1975  was  8,793  cases,   or  a 
rate  of  4.2  cases  per  100,000  population.     Prevalence  and 
incidence  rates  were  both  higher  among  females  than  males, 
and  higher  among  whites  than  nonwhites. 

The  NINCDS  study  reconfirmed  that  people  residing  above 
the  37th  parallel  had  higher  rates  of  MS  than  did  people 
residing  below  the  37th  parallel.   Scientists  were  already 
aware  that  "high  risk"  areas  for  MS  included  the  northern 
United  States,   Canada,   the  United  Kingdom,   and  northern 
Europe,  with  the  prevalence  rate  in  the  Shetland  and  Orkney 
Islands    (lying  north  of  Scotland)   being  the  highest  in  the 
world. 

A  series  of  articles  presenting  detailed  results  from 
the  NINCDS  survey  will  be  published  in  the  scientific  literature. 

Investigations  at  the  University  of  California  have 
expanded  knowledge  of  environmental,    familial-genetic,  and 
immunologic  factors  associated  with  MS.     Studies  of  the 
prevalence  of  MS  among  American-born  migrants  to  Los  Angeles 
and  Seattle  from  low-prevalence  and  high-prevalence  areas 
within  the  U.S.  have  suggested  that  the  risk  of  MS  changes 
with  the  age  at  migration  up  to  at  least  age  20.  This 
effect  was  observed  regardless  of  the  area  from  which  these 
individuals  migrated,   and  regardless  of  whether  they  moved 
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to  Los  Angeles  or  Seattle.     The  prevalence  was  highest  among 
people  migrating  from  high-prevalence  areas  to  Seattle 
(another  high-prevalence  area) ,   and  lowest  among  adults 
migrating  from  low-prevalence  areas  to  either  city. 

Provocative  findings  have  come  from  NINCDS-supported 
studies  of  a  multiple  sclerosis  epidemic  affecting  24  people 
in  the  Faroes   (a  small  group  of  islands  between  Norway  and 
Iceland)   that  may  have  been  related  to  the  presence  of 
British  soldiers  stationed  there  during  World  War  II. 
British  troops  occupied  the  Faroes  in  large  numbers  for  5 
years  beginning  in  April  1940.     During  the  war,   all  but 
three  patients  resided  in  locations  where  the  troops  were 
stationed,   and  even  those  three  had  direct  contact  with  the 
British.     The  24  patients  studied  met  all  the  criteria  for  a 
point-source  epidemic.     Onset  of  symptoms  in  all  24  patients 
was  between  1943  and  1960,   with  the  median  year  of  onset 
being  1949.     The  cumulative  risk  of  MS  for  Faroese  in  1940 
was  8.7  per  10,000.   All  14  patients  with  onset  of  MS  early 
in  the  epidemic    (1943-1949)    were  11  to  45  years  old  in  1940. 
The  former  group  represents  the  epidemic.     Important  additional 
epidemiological  factors  relating  to  MS  remain  to  be  studied 
in  the  Faroes. 

Possible  Virus  Etiology  of  MS 

The  epidemiological   findings  described  above  suggest 
that  an  environmental  agent  may  be  the  cause  of  MS.     It  has 
been  postulated  that  this  agent  could  be  a  virus. 

That  viruses  or  virus-like  agents  can  lie  dormant  in 
nervous  tissue  for  many  years  was  proven  by  NINCDS  scientists 
who  first  identified  "slow  viruses"  as  a  cause  of  neurological 
disease.   In  this  Nobel  Prize-winning  work,,  these  scientists 
showed  that   "atypical  viruses"   can  sleep  in  the  body  for 
years,   unleashing  their  fury  later. 

Slow  virus  studies  are  important  because  some  scientists 
believe  that  common  childhood  infections  may  have  some 
bearing  on  the  later  development  of  MS.   Investigators  working 
under  an  NINCDS  grant  have  detected  antibodies   to  several 
common  viruses  in  serum  and  cerebrospinal  fluid  obtained 
from  MS  patients,   and  have  found  that  measles  and  rubella 
antibodies  appear  more  often  and  in  higher  concentrations  in 
the  serum  of  the  MS  group.   The  data  also  reveal  a  cross- 
reaction  between  measles  virus  and  myelin  basic  protein. 

An  important  hypothesis  being  explored  is  that  a  patient 
having  a  predisposition  to  MS  may  be  infected  by  a  virus 
that  lies  dormant  for  yeara^ Subsequent ly ,   MS  becomes  manifest 
because  of  a  second  epi&Ode,   which  may  be  another  virus 
infection,   stress,   toxicity,   or  other  insult. 
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That  an  infection  may  be  the  cause  of  MS,   as  some 
investigators  suggest,   is  supported  by  the  pathological 
findings  in  the  brains  of  patients  with  active  disease.  The 
area  around  the  blood  vessels  is  inflamed,   consistent  with 
changes  seen  in  viral  infections  of  the  brain.  Laboratory 
studies  also  support  a  viral  etiology.  Many  MS  patients  have 
elevated  levels  of  immunoglobulin  G   (IgG)   in  their  cerebrospinal 
fluid,   consistent  with  a  viral  infection.     When  separated  by 
electrophoresis,   the  IgG  lines  up  in  characteristic  bands 
producing  what  is  called  an  oligoclonal  pattern.     Up  to  95 
percent  of  MS  patients  show  this  pattern. 

Scientists  have  found  that  two  other  immunoglobulins-- 
IgM  and  XgA--are  also  elevated  in  most  MS  patients.  Fifty 
percent  of  MS  patients  have  elevated  IgM,  possibly  indicating 
recent  immunological  activation.     However,   this  finding  is 
not  limited  to  MS j   other  researchers  point  out  that  in 
patients  with  subacute  sclerosing  panencephalitis    (a  neurological 
disorder  associated  with  a  form  of  measles  virus) ,  cerebrospinal 
fluid  immunoglobulins  are  also  raised  and  exhibit  oligoclonal 
banding . 

The  question  remains,  what  agents  are  the  cerebrospinal 
fluid  immunoglobulins  directed  against  in  MS?     Searching  for 
an  answer,   scientists  in  the  NINCDS  Infectious  Diseases 
Branch  are  using  sensitive  immunological  assays  to  study 
virus  and  other  antibody  activity  in  the  cerebrospinal 
fluid. 

Over  the  past  20  years,   six  viruses  have  been  under 
active  consideration  as  possible  causes  of  MS:  herpes, 
scrapie,  parainfluenza,  measles,   coronaviruses ,   and  canine 
distemper.     In  addition,   scientists  have  observed  that  MS- 
associated  agent,   bone  marrow  agent,   and  chimpanzee  agent 
bring  about  biological  effects  consistent  with  some  type  of 
infection . 

Today,   only  measles,   chimpanzee  agent,  coronaviruses, 
and  distemper  seem  to  be  worthy  of  further  investigation. 
The  significance  of  increased  antibody  levels  to  measles 
needs  to  be  determined.   The  chimpanzee  agent  is  a  simian 
cytomegalovirus  that  may  well  represent  a  "passenger"  virus 
unrelated  to  MS.     Further  research  is  under  way  at  NIH  and 
other  centers  to  determine  the  true  significance  of  coronaviruses 
and  distemper  in  MS. 
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A  University  of  Colorado  investigator  has  recently 
isolated  coronavirus  from  the  brains  of  two  MS  patients. 
This  finding  is  provocative  but  requires  confirmation. 

In  several  studies,   canine  distemper  virus,  closely 
related  to  measles  virus,   has  been  considered  as  the  possible 
cause  of  MS.     Investigators  reported  an  association  between 
prior  ownership  of  dogs  and  familial  as  well  as  sporadic  MS. 
More  recently,   in  tests  of  142  MS  patients  and  142  matched 
controls,  plus  other  controls,   increased  levels  of  canine 
distemper  virus  and  measles  antibody  were  found  in  the  MS 
patients.     This  hypothesis  is  questioned  by  some  investigators, 
but  is  being  intensively  studied  by  others. 

Studies  by  intramural  NINCDS  scientists  are  revealing 
important  information  on  how  the  progress  of  a  viral  infection 
may  be  retarded.     Defective  interfering  particles  are  attracting 
much  interest  because,  while  they  themselves  are  not  infectious, 
upon  entry  into  infected  cells,   they  modulate  the  course  of 
the  infection.     Work  in  NINCDS  intramural  laboratories  has 
confirmed  that  certain  genetic  mutations  of  viruses  delay 
viral  development  and  create  a  clinical  picture  that  resembles 
some  slow,   chronic  degenerative  diseases.   This  work  suggests 
that  mutants  of  common  viruses,   as  well  as  exotic  slow 
viruses,   should  be  screened  in  the  search  for  an  MS  virus. 

Immune  System  Alterations  in  MS 

Although  some  evidence   suggests  that  a  common  virus  is 
involved  in  MS,   scientists  investigating  this  theory  cannot 
yet  explain  why  such  a  virus  affects  some  people  and  not 
others.     They  have  undertaken  studies  involving  the  body's 
immune    (defense)    system  to  examine  the  idea  that  some  men 
and  women  may  be  inherently  susceptible  to  MS.  Furthermore, 
scientists  have  observed  that  the  pathological  changes  in 
active  MS  are  also  found  in  autoimmune  disease  of  the  nervous 
system. 

Studies  verify  that  the  immune  response  is  involved  in 
some  way  with  MS.     An  important  mechanism  regulating  this 
response  involves  a  subset  of  lymphocytes  known  as  thymus- 
derived  suppressor   (Ts)    lymphocytes.     Scientists  at  a  number 
of  institutions  have  found  changes  in  this  distinct  Ts  cell 
subpbpulation  in  blood  samples  of  MS  patients,   and  are 
assessing  the  significance  of  this  finding.     The  concept  is 
further  strengthened  by  the  observation  that  selective 
reduction  in  the  level  of  Ts  cells  in  the  blood  may  precede 
the  clinical  onset  of  an  acute  attack  of  MS. 
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Autoimmunity 

A  number  of  diseases  seem  to  be  caused  by  an  aberrant 
immune  response,   almost  as  if  the  body  were  turning  upon 
itself.     Many  investigators  believe  that  such  a  principle 
operates  in  MS,   and  that  the  autoimmune  and  the  viral  theory 
of  multiple  sclerosis  may  finally  be  reconciled  into  a 
clearer  picture  of  the  disease  process.     A  preceding  virus 
infection  could  damage  the  central  nervous  system,  thus 
initiating  an  autoimmune  disease.     Or,   viruses  causing 
diseases  such  as  measles  might  have  antigens  that  cross- 
react  with  normal  brain  proteins  and  trigger  an  autoimmune 
response  that  could  lead  to  degeneration  of  nerve  cells. 

NINCDS  grantees  are  examining  brain  antigens  as  part  of 
an  immunologic  attack  on  the  MS  problem: 

•  Work  in  progress  at  the  University  of  Pennsylvania 
School  of  Medicine  involves  oligodendrocytes--cells  that 
manufacture  and  maintain  myelin.     Scientists  have  found  an 
antibody  in  MS  patients'   serum  that  reacts  with  isolated 
bovine  oligodendrocytes.     However,   other  investigators  have 
evidence  that  this  antibody  is  not  specific  to  MS  patients 
and  does  not  correlate  with  disease  activity. 

•  Other  studies  at  the  University  of  Pennsylvania 
show  that  cells  from  spinal  fluid  of  MS  patients  react 
abnormally  to  myelin  basic  protein,   a  component  of  myelin. 
Investigators  believe  this  finding  illustrates  a  new  immune 
system  abnormality,   since  it  indicates  an  altered  cell- 
mediated  response  in  addition  to  other  observations  that 
measure  circulating  antibodies. 

•  Research  undertaken  at  the  University  of  California 
at  San  Francisco  deals  with  experimental  antibody  produced 

by  rabbits  sensitized  with  bovine  brain  tissue  or  bovine 
peripheral  nerve  and  galactocerebroside ,   a  key  fatty  component 
of  myelin.   Serum  derived  from  sensitized  rabbits  has  been 
injected  into  the  sciatic  nerve  of  experimental  animals, 
where  it  produces  demyelinatlon  of  the  sciatic  nerve,  a 
local  tissue  response. 

NINCDS  grantees  at  the  Einstein  College  of  Medicine  of 
Yeshiva  University  in  New  York  City,  working  with  serum  of 
MS  patients,   report  isolating  material  that  causes  demyelination 
of  cultured  tissue  from  mouse  spinal  cord.     Additional  work 
shows  that  the  macrophage  cell  system   (scavenger  cells  that 
fight  infection  in  the  bloodstream)   may  be  active  in  the 
production  of  brain  lesions. 
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Lymphocytes  are  known  to  proliferate  in  the  cerebrospinal 
fluid  of  MS  patients  when  the  disease  is  in  an  active  stage, 
according  to  scientists  at  the  University  of  Chicago.  This 
research  is  the  first  demonstration  that  lymphocytes  of  MS 
patients  are  actively  dividing  in  the  cerebrospinal  fluid. 
Increased  numbers  of  lymphocytes  in  the  cerebrospinal  fluid 
of  MS  patients  had  been  reported  in  the  past,  but  investigation 
of  the  activity  of  such  cells  was  painstaking  and  required 
that  the  cells  be  cultured.   The  University  of  Chicago  group 
used  a  new  technique,   flow  cytometry,   that  permits  rapid 
assessment  of  the  cells.     When  dyed  with  a  fluorescent 
stain,   acridine  orange,   the  DNA  in  the  cells  glows  green 
under  a  laser  beam  and  the  RNA  glows  red.     By  this  technique, 
cells  can  be  "sorted"   from  each  other  and  grouped  according 
to  their  ability  to  react  with  reagents  of  interest. 

Cells  about  to  divide  first  produce  added  RNA.  Thus 
the  amount  of  RNA  present  in  the  cells   indicates  whether 
they  are  about  to  divide.     The  University  of  Chicago  investigators 
reported  that  cells  from  patients   in  an  active   stage  of  MS 
contained  the  highest  RNA  levels,   cells  from  those  in  an 
inactive  stage  contained  less  RNA,   and  cells  from  non-MS 
patients  contained  the  least  RNA. 

Plasma  of  MS  patients   shows   a  number  of  abnormalities 
which  may  be  responsible   for  nonspecific  membrane-related 
phenomena  thought  to  play  a  role   in  altered  lymphocyte  and 
monocytic  reactions  and  possibly  affecting  other  circulating 
blood  elements.     These  abnormalities  include   a  decreased 
plasma  level  of  some  essential  fatty  acids,   most  likely 
secondary  to  reduced  dietary  intake  of  fats  in  patients  who 
have  had  MS  a  long  time.   Other  changes  in  plasma,   such  as 
increased  levels  of  the  hormones  ACTH  and  prolactin,  immune 
complexes,   myelin  basic  protein  fragments,   and  myelinotoxic 
and  lymphocy totoxic  factors,    are  being  studied.      Many  of  the 
in  vitro  phenomena  of  circulating  blood  elements  may  be 
accidental  occurrences  in  the  course  of  an  attack  of  the 
disease.     Additional  studies  may  provide  clues  regarding  the 
pathogenesis,   if  not  etiology  of  MS. 


The   study  of  postvaccinal  encephalomyelitis  is  important 
to  MS  research.   A  complication  of  rabies  vaccination , postvaccinal 
encephalomyelitis  is  similar  to  a  disorder  known  as  experimental 
allergic  encephalomyelitis    (EAE) ,  which  is  induced  in  animal 
models.      In  EAE,   the  injection  of  myelin  or  its  basic  protein 
is  frequently  followed  by  neurological  abnormalities.  The 
pathology  includes  infiltration  of  perivascular  inflammatory 
cells  and  loss  of  myelin.     By  studying  EAE,  investigators 
hope  to  understand  the  mechanism  that  regulates  an  autoimmune 
reaction  in  the  nervous  system. 
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EAE  is  not  generally  characterized  by  the  periods  of 
remission  that  distinguish  MS.     However,   chronic  and  relapsing 
forms,  which  have  many  similarities  to  MS,  may  be  induced  in 
guinea  pigs  and  rats.   Thus  the  EAE  model  is  proving  increasingly 
useful  in  MS  research. 

Moreover,  researchers  working  under  an  NINCDS  grant  at 
the  Albert  Einstein  College  of  Medicine,   as  well  as  others, 
have  observed  that  myelin  basic  protein  can  also  play  a  role 
in  preventing  or  suppressing  monophasic  and  chronic  relapsing 
EAE.     Animals  given  only  myelin  basic  protein  before  efforts 
to  induce  EAE,   do  not  develop  the  disease.     Because  of  the 
close  similarity  to  MS,   the  EAE  animal  model  offers  exciting 
and  new  research  opportunities. 

Research  on  Myelin  Proteins 

A  combined  study  in  the  NINCDS  Laboratory  of  Neuropathology 
and  Neuroanatomical  Sciences  and  the  Developmental  and 
Ketabolic  Neurology  Branch  has  revealed  that  a  specific 
glycoprotein   (sugar  protein)   is  the  first  substance  that 
changes  in  the  brain  of  MS  patients.     This  discovery  implies 
that  the  myelin-associated  glycoprotein  may  be  the  primary 
site  of  attack  by  the  agent  that  causes  multiple  sclerosis. 

Myelin  protein  research  is  also  in  progress  at  Emory 
University  School  of  Medicine  in  Atlanta.   Of  special  interest 
to  Eiuory  investigators  is  the  mechanism  by  which  myelin 
basic  protein  induces  EAE  in  animals.   Already,   the  Atlanta 
team  has  identified  and  characterized  a  small  portion  of  the 
basic  protein  molecules  which  induce  the  disease  in  rats, 
and  the  investigators  are  now  trying  to  determine  how  the 
protein  stabilizes  myelin  in  people  who  do  not  have  MS.  The 
group  is  also  searching  for  a  unique  antigen  in  MS  tissue. 

Clinical  investigators  at  The  Johns  Hopkins  University 
and  at  the  University  of  Tennessee,  have  identified  fragments 
of  myelin  in  the  spinal  fluid  of  MS  patients  experiencing  MS 
attacks.     This  finding  is  being  pursued  for  its  potential  as 
a  diagnostic  tool.     Meanwhile,   in  clinical  studies  at  the 
University  of  California,   San  Francisco,   tests  conducted  by 
NINCDS  grantees  have  observed  antibodies  to  myelin  basic 
protein  in  the  spinal  fluid  of  MS  patients  with  other  diseases. 

Diagnosis  and  Treatment 

There  is  still  a  need  for  a  specific  diagnostic  test 
for  MS.   With  a  careful  history  and  neurological  examination 
it  is  possible  to  diagnose  85-90  percent  of  MS  patients. 
This  rises  to  95  percent  with  laboratory  aids.  Nevertheless 
there  are  still  some  missed  cases,   and  a  few  patients  are 
incorrectly  diagnosed  as  having  MS. 
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Although  there  is  no  definitive  treatment  for  MS, 
specific  symptoms  sometimes  may  be  relieved  with  judicious 
drug  use.   Three  of  the  most  common  disabling  symptoms  in  MS 
are  spasticity  of  the  muscles,   loss  of  bladder  control,  and 
incoordination.     Skeletal  muscle   spasms,   which  may  be  painful, 
tend  to  exaggerate  the  incapacity  of  a  patient,  decrease 
mobility,   and  preclude  or  make  difficult  effective  physical 
therapy  and  rehabilitation.   The  drug  baclofen  has  been 
helpful  in  the  management  of  some  MS  patients,  significantly 
relieving  symptoms  of  muscle  spasticity.     Baclofen  also 
reduces  spasm  of  the  urinary  sphincter  and  may  make  catherization 
unnecessary.   Before  the  introduction  of  this  drug,  many  MS 
patients  experienced  urinary  retention  and  overflow  incontinence, 
and  required  indwelling  urinary  catheters.   Not  infrequently 
infection  followed.     Baclofen  may  diminish  or  delay  this 
sequence  of  events. 

Investigators  at  a  number  of  medical  centers  are  trying 
new  therapeutic  approaches  to  suppress  or  inhibit  the  disease 
process  on  an  experimental  basis.     One  such  approach  is  the 
use  of  plasmapharesis .     This  procedure   involves  removal  of 
blood,   discarding  the  plasma  supposedly  containing  neurotoxic 
substances  or  antibodies,   and  reinjecting  the  red  and  white 
blood  cells  into  the  patients  to  prevent  anemia.  Plasmapheresis 
is  often  accompanied  by  treatment  with  various   types  of 
immunosuppressant  drugs.    Scattered  reports   suggest  that  this 
form  of  therapy  may  be  useful  and  controlled  trials  of  its 
efficacy  are  being  developed. 

Trials  of  therapy  with  myelin  basic  protein  and  Copolymer 
I    (a  synthetic  compound  resembling  myelin  basic  protein) 
have  failed  to  produce  significant  results   in  most  of  the 
patients   studied  thus   far.      Other  modalities  of  treatment 
being  investigated  on  an  experimental  basis   include  immunosuppression, 
hyperbaric  oxygen,   and  interferon.   The  data  so  far  available 
on  the  efficacy  of  transfer  factor  and  immunosuppression 
await  further  analysis.     Each  year  a  number  of  "miracle" 
treatments  are  advertised  in  the  lay  press,  and  are  sometimes 
utilized  by  physicians  or  others   to  treat  MS  patients.  In 
cooperation  with  the  National  Multiple  Sclerosis  Society, 
the  NINCDS  monitors  these  reports  and  where  appropriate, 
studies  the  results. 
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OFFICE  OF  THE  ASSISTANT  SECRETARY  FOR  HEALTH 
National  Center  For  Health  Statistics 
MULTIPLE  SCLEROS I S 


According  to  the  1978  National  Hospital  Discharge  Survey, 
in  1978  an  estimated  24,000  patients  were  hospitalized  in  short- 
stay  hospitals  in  the  United  States  with  a  first-listed  diagnosis 
of  multiple  sclerosis.     The  average  length  of  stay  for  these 
patients  was  11.3  days.     About  4  out  of  every  5  discharges  were 
females,  and  half  (50  percent)  of  the  patients  with  a  first- 
listed  diagnosis  of  multiple  sclerosis  were  between  the  ages  of 
15-44  years.     In  addition  to  those  patients  with  a  first-listed 
diagnosis  of  multiple  sclerosis,  an  estimated  15,000  patients 
were  discharged  with  a  secondary  diagnosis  of  multiple  sclerosis. 
These  are  patients  who  had  another  diagnosis  listed  as  first  or 
principal,  but  had  multiple  sclerosis  also  shown  on  their  med- 
ical records. 
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NUTRITION 
Obligations 

Public  Health  Service: 

National  Institutes  1978             1979             1980  1981  1982 

of  Health?  Preliminary 

Actual  Actual*        Actual        Estimate  Estimate 

National  Cancer 

Institute   $18,198,000    28,303.000    28,000,000    28,400,000  29,000,000 

National  Heart,  Lung 

&  Blood  Institute   21,934,000    28,415,000    31,300,000    32,500,000  34,500,000 

National  Institute  of 

Dental  Research   2,019,000     1,663,000     1,765,000     1,865,000  2.015,000 

National  Institute  of 
Arthritis,  Meta- 
bolism, and  Diges- 
tive Diseases   22,175,000    25,068,000    28,465,000    30,711,000  31,892,000 

National  Institute  of 
Neurological  &  Com- 
municative Disorder 

&  Stroke   1,203,000     2,306,000.     2,837,000     2,920,000  3,255,000 

National  Institute  of 
Allergy  and  Infect- 
ious Diseases   765,000     1,206,000     1,047,000     1,155,000  1,235,000 

National  Institute  of  * 
General  Medical 

Sciences   2,832,000     2,971,000     2,459,000     2,600,000  2,600,000 

National  Institute  of 
Child  Health  and 

Human  Development. . .  16,292,000  20,806,000  20,410,000  23.700.000  25,200,000 
National  Eye 

Institute   2,664,000     3,565,000     4,028,000     4,287,000  4,705,000 

National  Institute  of 
Environmental 

Health  Sciences   3,534,000     3,540,000     3,880,000     4,095,000  4,210,000 

National  Institute  on 

Aging   1,546,000     2,628,000     4,220,000     4,782.000  5,307,000 

Division  of  Research 

Resources   13,136,000    13,381,000    11,129,000    11,659,000  12,954,000 

TOTAL  NIH  106,298,000  133,852,000  139,540,000  148,674,000  156,873,000 

*  As  Revised  June  1980 
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NUTRITION 
Obligations 

1978                1979                1980  1981  1982 

Actual            Actual            Actual  Estimate  Estimate 

Public  Health  Service:  

FDA                      $4,147,000       $4,627,000       $5,225,000  $7,456,000  $7,724,000 

CDC                           500,000         2,700,000         2,400,000  2,626,000  2,626,000 

HRA                       2,808,711         4,083,802         2,910,505  2,653,824  1,115,600 

Total,  PHS.. 113, 753, 711      145,262,802      150,075,505  161,409,824  168,338,600 
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NATIONAL  INSTITUTES  OF  HEALTH 
Program  in  Biomedical  and  Behavioral 
Nutrition  Research  and  Training 


The  National  Institutes  of  Health  is  the  major  agency 
in  the  Federal  Government  that  supports  research  and  training 
in  nutrition  as  it  relates  to  health  maintenance,  human 
development  throughout  the  life  cycle,  disease  prevention, 
and  disease  treatment.     The  NIH  nutrition  program  is  supported 
by  all  11  Institutes  and  by  one  Division  and  is  coordinated 
through  the  NIH  Nutrition  Coordinating  Committee  (NCC).  The 
NCC  consists  of  representatives  from  the  11  Institutes  and 
the  Division  that  support  nutrition  research,  as  well  as 
liaison  members  from  other  agencies  within  the  Public 
Health  Service,  from  the  Office  of  the  Assistant  Secretary 
for  Health,  and  from  the  Office  of  Science  and  Technology 
Policy  in  the  Executive  Office  of  the  President. 

Nutrition  is  an  important  cross-cutting  program  area 
within  the  NIH.     For  this  reason,  the  Nutrition  Coordinating 
Committee  operates  out  of  the  Office  of  the  Director,  NIH, 
and  is  advisory  to  the  Director.     The  mandate  of  the  Nutrition 
Coordinating  Committee  is  to  stimulate,  encourage,  and 
recommend  the  necessary  support  of  nutrition  research  and 
training  in  order  to  better  define  the  role  of  nutrition 
in  the  promotion  of  health  and  the  prevention  and  treatment 
of  disease. 

The  Committee  is  the  focus  for  the  review  of  nutrition 
research  and  training  priorities,  of  their  coordination, 
and  of  the  development  of  the  NIH  program  in  biomedical 
and  behavioral  nutrition  research  and  training.  This 
focus  minimizes  unwanted  duplication  of  effort  among  the 
Institutes  and  identifies  areas  where  research,  research 
training,  and  research  manpower  development  in  nutrition 
need  to  be  advanced.     The  latter  is  accomplished  through 
joint  Program  Announcements  and  Requests  for  Applications 
developed  by  the  Committee  and  sponsored  by  more  than  one 
Institute.     In  addition,  Committee  representatives  are 
encouraged  to  have  their  individual  Institutes  develop 
Program  Announcements,  Requests  for  Applications,  and  Requests 
for  Proposals. 

The  Nutrition  Program  includes  both  intramural  and 
extramural  research  and  research  training,  and  extramural 
research  manpower  development.     The  NIH  intramural  program 
in  nutrition  research  is  carried  out  primarily  at  the 
Clinical  Center  on  the  NIH  campus  in  Bethesda;  in  addition, 
the  Aging  Institute's  intramural  program  is  located  at  the 
Gerontology  Research  Center  in  Baltimore,  and  the  intramural 
staff  of  the  Environmental  Health  Sciences  Institute  conducts 


584 


research  at  Research  Triangle  Park,  North  Carolina.  The 
major  component  of  the  NIH  nutrition  program,  comprising 
90  percent  of  the  nutrition  expenditures,  is  the  extramural 
research  that  is  supported  throughout  the  universities  in 
this  country,  in  graduate  science  departments  including 
departments  of  nutrition,  in  medical,  dental  and  other 
health  professional  schools,  and  in  schools  of  public  health. 


NUTRITION  POLICY  OF  THE  NIH 
Policy  Objectives: 

The  NIH  supports  DHHS  policy  by  sponsoring  and  conducting 
biomedical  research  designed  to  improve  the  quality  of  life 
for  all  Americans  through  optimal  nutrition.     Basic  biomedical 
nutrition  research  will  develop  knowledge  needed  to  promote 
and  maintain  health,  as  well  as  to  prevent  and  treat  disease. 

Nutrition  research  has  passed  through  two  stages  and 
is  now  entering  a  third.     The  first  stage  saw  the  discovery 
of  vitamins  and  the  development  of  many  of  the  basic  nutritional 
requirements.     The  second  stage  reduced  nutrition  to  subcellular 
and  molecular  terms  within  areas  of  biochemistry  and  physiology. 
The  third  stage  calls  for  a  synthesis  of  newer  findings  for 
translation  into  practical  information  to  assist  the  individual 
to  develop  normally,  to  avoid  disease,  and  to  live  as  long  and 
as  healthy  a  life  as  possible.     For  this  third  stage,  know- 
ledge is  needed  that  will  permit  distinction  among  individuals 
in  terms  of  genetic  differences  that  affect  dietary  requirements. 

Areas  of  Emphasis: 

Current  nutrition  research  at  NIH  concentrates  on  eight 
critical  areas: 

1.      Clinical  Nutrition  Throughout  the  Life  Cycle:  Research 
m  this  area  examines  variations  in  nutritional  require- 
ments to  promote  and  maintain  health  during  all  phases 
of  the  life  cycle.    Within  the  clinical  nutrition 
program,  research  is  also  directed  towards  elucidating 
the  effects  of  infant  feeding  practices  and  infant 
nutrition  on  subsequent  physiological,  immunological, 
and  mental  development.     Another  research  goal  involving 
the  life  cycle  is  to  understand  the  effects  of  maternal 
nutritional  status  and  maternal  diet  before  and  during 
pregnancy  on  the  development  of  the  fetus.     In  order 
to  understand  the  ramifications  of  this  nutritional 
problem,  more  must  be  learned  about  the  interaction 
between  the  genetic  makeup  of  an  individual  and  his 
or  her  dietary  intake.     Special  emphasis  is  given  to 
studies  on  the  role  of  nutrition  in  health  of  the  aged 
and  in  the  aging  process,  particularly  the  effects  of 


585 


aging  on  nutrient  utilization,  digestion,  absorption, 
and  metabolism,  and  nutrition  and  age-related  mental 
deterioration. 

2.  Role  of  Nutrition  in  Disease  Development:     The  NIH 
conducts  research  on  mechanisms  by  which  dietary 
deficiencies,  imbalances,  and  excesses  lead  to  the 
development  of  physical  and  mental  diseases  and  disorders. 

3.  Prevention  of  Disease :     The  NIH  has  assumed  a  leading 
role  in  shifting  the  emphasis  in  nutrition  research 
from  curing  disease  after  symptoms  have  developed  to 
preventing  or  delaying  the  onset  of  disease.  Con- 
tinued research  emphasis  is  given  to  malnutrition  in 
all  its  guises,  including  under-  and  over-nutrition, 
obesity,  food  faddism,  and  specific  dietary  deficiencies. 

4.  Treatment  of  Disease;     The  NIH  develops  nutritional 
therapies  for  specific  diseases,  such  as  cancer, 
gastrointestinal  disorders,  obesity,  osteoporosis, 
renal  insufficiency,  atherosclerosis,  and  inborn 
errors  of  metabolism.     Improved  methods  are  being 
developed  to  provide  general  nutritional  support  for 
newborns  of  low  birth  weight  who  may  require  parenteral 
supplementation  and  for  elderly,  diseased,  traumatized, 

or  post-operative  patients  who  may  require  total  parenteral 
nutrition  or  elemental  diets. 

5.  Technology  Transfer:     An  important  component  of  the  NIH 
nutrition  policy  is  to  assure  appropriate  application  of 
research  in  practice.     To  expedite  transfer  of  nutrition 
technology,  the  NIH  is  establishing  mechanisms  to  evaluate 
research  data  relevant  to  nutrition  and  public  health. 

6.  Nutrition  Education:     The  NIH  continues  to  support  re- 
search  in  nutrition  education  as  by-products  of  clinical 
trials  and  demonstration  projects;  by  the  education  of 
the  physician  through  professional  societies,  scientific 
meetings,  and  journals;  and  by  the  production  of  nutri- 
tion education  materials  for  the  health  educator  and 
the  public.     Encouragement  of  positive  nutrition 
behavior  is  an  obvious  task  for  educators  of  children, 
young  adults,  and  the  elderly. 

7.  Research  Training:     The  NIH  encourages  and  supports 
the  teaching  of  modern  biochemical  nutrition  at  the 
pre-  and  post-doctoral  levels.     This  training  includes 
the  disciplines  upon  which  nutrition  research  is 
based,  such  as  gastroenterology,  endocrinology,  meta- 
bolism, developmental  biochemistry,  genetics,  and 
molecular  biology.     The  NIH  also  promotes  expanded 
training  programs  in  basic  and  clinical  nutrition 
research  aimed  principally  at  the  physician  investigator 
and  clinically  oriented  biomedical  scientists. 
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8.      Coordination:     The  NIH  cooperates  in  establishing 
mechanisms  for  interagency  and  interdepartmental 
coordination.     Nutrition  research  within  the  NIH  is 
coordinated  through  the  Nutrition  Coordinating  Committee. 
Institutes  initiate  their  own  nutrition  programs  within 
their  appropriated  budgets.     The  Committee  seeks  agree- 
ment on  critical  issues  of  definition,  comments  upon 
individual  programs  identified  to  it,  maintains  an 
information  exchange  (mechanisms  for  program  development), 
promotes  liaison  with  other  Federal  agencies,  and 
encourages  coordinated  program  planning  among  Institutes 
and  with  other  appropriate  agencies.     The  Committee 
assists  in  the  development  of  nutrition  data  retrieval 
systems,  and  reviews  legislative  and  regulatory  initiatives 
that  impact  upon  human  nutrition  research. 

The  NIH  will  continue  to  support  these  eight  nutrition 
areas  in  FY  1982. 


ACTIVITIES  OF  THE  NIH  NUTRITION  COORDINATING  COMMITTEE  AND 
ITS  OFFICE 

NCC  meetings  are  normally  held  once  a  month  and  are 
attended  by  the  members,  liaison  representatives,  Committee 
Office  staff,  and  other  interested  individuals.    The  Committee 
maintains  an  Office  that  analyzes  and  coordinates  all 
aspects  of  nutrition  research  and  training  programs  at  NIH. 
The  Office  provides  information  requested  by  NIH,  DHHS, 
and  other  Federal  and  non-Federal  agencies,  represents  the 
NIH  in  activities  involving  nutrition  at  DHHS  and  OSTP, 
and  maintains  information  on  national  and  international 
nutrition  meetings  and  conferences. 

The  Committee  plays  a  key  role  in  development  of  nutri- 
tion policy  at  the  NIH.    Currently  that  policy  emphasizes 
research  in  four  critical  areas:  clinical  nutrition  throughout 
the  life  cycle,  the  role  of  nutrition  in  disease  development, 
prevention  of  disease,  and  treatment  of  disease.     In  addition 
to  research  support,  the  nutrition  policy  includes  emphasis 
on  the  transfer  of  modern  nutrition  technology,  nutrition 
education  for  professionals  and  the  public,  research  training, 
and  coordination  of  all  these  activities. 

Each  year,  the  NCC  prepares  a  Report  of  the  NIH  Program 
in  Biomedical  and  Behavioral  Nutrition  Research  and  Training 
for  the  preceding  fiscal  year  and  sponsors  a  major  conference 
or  workshop  in  nutrition.     The  proceedings  of  these  conferences 
are  published. 

Through  its  information  exchange  process,  the  NCC  is  able 
to  identify  areas  for  further  research  and  to  encourage 
the  development  of  Program  Announcements  (PAs),  Requests 
for  Applications  (RFAs),  and  Requests  for  Proposals  (RFPs). 
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Since  the  last  report,  12  months  ago,   the  NCC  and  the 
several  Institutes  have  developed  a  series  of  PAs,  RFAs,and 
RFPs  in  order  to  enhance  nutrition  research  support  and 
training.     The  following  table  lists  these  new  initiatives. 


NIH  PROGRAM  ANNOUNCEMENTS,   RFAs ,  AND  RFPs  IN  NUTRITION  RESEARCH 
(Since  October  1979) 


I  Institute 

Mecha 
nism 

Title 

I  NHLBI 

(12/79) 

RFA 

"Nutri  h  i  nnal       ShA'hiiQ      and      Nnn-racni  r-a  t-oy\7      T.iinn  1 

Function"  I 

1  NCI 

(1/80) 

PA 

"Diet,  Nutrition  and  Cancer  Program  Announcement  1 
of  Research  Interests  in  Alcohol  and  Cancer"  I 

1  NHLBI 

(1/80) 

RFP 

"Regional  Training  Workshops  for  Nutrition  Coun-  I 
seling     in    Hyperlipidemia    for    Dietitians  and  I 
Nutritionists"  I 

1  NHLBI 

(1/80) 

RFP 

"Evaluation  of  Regional    Training    Workshops  for  I 
Nutrition    Counseling  in  Hyperlipidemia  for  Die-I 
titians  and  Nutritionists"  1 

I  NHLBI 

(1/80) 

RFP 

"Methodology     for    Estimation    of    Human  Dietary  I 
Sodium  Intake  or-  Excretion"  | 

I  NICHD 

(1/80) 

PA 

"Developmental  Aspects  of  Behavior  and  Nutrition" I 

I  NHLBI 

(1/80) 

PA 

"Biobehavioral    Approaches    to    the  Treatment  of  1 
Hypertension"  I 

1  NICHD 

(2/80) 

RFP 

"Longitudinal  Studies  of  Serum  Lipoprotein  Chang- I 
es  in  Users  of  Various  Oral    Contraceptive  Prep- I 
arations"  I 

1  NHLBI 

(5/80) 

RFP 

"Nutrition  Coding  Center  for  the  Lipid    Research  1 
Clinics  and  Multiple    Risk  Factor     Intervention  I 
Trials"  I 

1  NIAMDD 

(5/80) 

PA 

"Research  on  Diseases  of  the    Biliary    Tract  and  1 
Exocrine  Pancreas"  I 

1  NIAMDD 

(6/80) 

RFA 

"Clinical  Trial  of  Fluoride  in  Osteoporosis" 

1  NIAMDD 

(6/80) 

PA 

"Workshop    Announcement  for    Digestive     Diseases  I 
and  Nutrition"  I 

1  NICHD 

(6/80) 

RFP 

"The  Effects  of  Exposure  to  Westernization  on  In-| 
fant  Feeding  Patterns  Among  Nomadic  Populations"! 

588 


As  a  result  of  the  above  Program  Announcements,  Requests 
for  Application,  and  Requests  for  Proposals    a  number  of 
new  programs  have  been  developed  and  others  expanded. 
These  programs  represent  the  thrust  of  new  research  support 
in  nutrition  in  FY  1981  and  FY  1982. 


A  NEW  NATIONAL  PROGRAM  IN  CLINICAL  NUTRITION 

This  program  was  initiated  in  FY  1979  with  the  funding 
of  Clinical  Nutrition  Research  Units  (CNRU)  at  the  University 
of  Alabama,  Vanderbilt  University,  University  of  Wisconsin, 
and  the  University  of  Chicago.     In  FY  1980  three  additional 
CNRUs  were  funded  at  the  Medical  College  of  Georgia,  Memorial 
Sloan-Kettering  Cancer  Center  in  New  York,  and  Columbia 
University  College  of  Physicians  and  Surgeons,    Thus,  the 
National  Program  in  Clinical  Nutrition  is  now  a  major, 
fully  operational,  program. 

A  CNRU  is  an  integrated  array  of  research,  educational, 
and  service  activities  that  is  oriented  toward  human  nutrition 
in  health  and  disease.     The  specific  objectives  of  the 
CNRUs  are: 

•  To  create  or  strengthen  foci  in  biomedical  research 
institutions  for  multidisciplinary  research  in  clinical 
nutrition  in  order  to  develop  new  knowledge  about 
specific  nutrients  in  health,  human  development,  and 
disease. 

•  To  strengthen  training  environments  in  order  to  improve 
the  education  of  medical  students,  house  staff,  practicing 
physicians,  and  paramedical  personnel  in  clinical 
nutrition. 

•  To  enhance  patient  care  and  promote  good  health  by 
focusing  attention  on  clinical  nutrition  and  generating 
nutritional  information  for  the  public. 


A  CNRU,  at  a  minimum,  comprises  the  following  seven 
components:  1)  research  with  human  subjects;  2)  laboratory 
investigations;  3)  research  training;  4)  shared  facilites 
and  research  sevices;  5)  education  programs  for  medical 
students,  house  staff,  practicing  physicians,  and  paramedical 
personnel;  6)  nutritional  support  services;  and  7)  public 
information  activities.  A  CNRU  is  most  readily  developed 
in  a  medical  school  or  research  hospital  but  is  not  limited 
to  these  settings. 

CNRU  awards  are  core  grants  that  provide  funding  for 
facilities  that  are  to  be  used  on  a  shared  basis  for  various 
projects  in  the  Unit.     The  support  of  CNRUs  is  a  joint 
effort  of  the  following  institutes  of  NIH:  National  Cancer 


589 


Institute,  National  Institute  on  Aging,  and  National  Institute 
of  Arthritis,  Metabolism/  and  Digestive  Diseases.     The  NIH 
has  traditionally  sponsored  the  component  activities  of  CNRUs 
through  a  variety  of  award  mechanisms;  the  principal  ones 
have  been  research  project  grants  and  fellowships  for 
research  training.     The  present  initiative,  core  grants 
for  shared  facilities,  is  becoming  an  invaluable  addition, 
especially  in  promoting  multidisciplinary  interactions. 
This  approach  also  tends  to  ensure  that  a  given  CNRU  has 
multiple  sponsors,  both  Federal  and  nonfederal,  and  thereby 
reduces  the  likelihood  that  it  will  become  unduly  dependent 
upon  any  one  source  of  funds  for  its  continuing  operations. 
As  in  the  past,  funding  for  educational  programs  and  nutritional 
support  services  will  be  sought  from  sources  other  than 
the  NIH.     The  NIH  will  continue  to  support  CNRUs  through 
the  customary  grant-in-aid,  and  management  of  grants  will 
be  governed  by  the  laws,  regulations,  and  policies  that 
prevail  for  research  grants  (United  States  Code,  Title  42, 
Part  52,  and  Title  45,  Part  74,  as  well  as  PHS  Policy). 

The  following  seven  CNRUs  are  currently  funded: 

The  University  of  Chicago  Clinical  Nutrition  Research 
Unit  is  under  the  direction  of  Irwin  H.  Rosenberg,  M.D. , 
Professor  of  Medicine,  Department  of  Medicine.     This  CNRU 
is  built  upon  the  research  base  currently  existing  at 
the  University  for  the  study  of  diabetes,  ischemic  heart 
disease,  atherosclerosis,  urolithiasis,  and  cancer,  and 
the  programs  in  lipoprotein  research    stable  isotopes, 
and  vitamin  metabolism.     Along  with  the  resources  of 
their  nutrition  support  service  and  the  biological  sciences 
facility,  this  CNRU  provides  nutritional  assessment,  clinical 
intervention,  laboratory  assays,  and  support  services  to 
foster  clinical  investigation.     [This  CNRU  is  funded  by 
NIAMDD. ] 

The  University  of  Wisconsin's  Clinical  Nutrition  Research 
Unit  is  under  the  direction  of  Alfred  E.  Harper,  Ph.D., 
Professor  and  Chairman  of  the  Department  of  Nutritional 
Sciences  and  Earl  Shrago,  M.D.,  Professor  of  Medicine  and 
Nutritional  Sciences.    The  components  of  the  CNRU  are  par- 
ticularly involved  with  a  selected  number  of  clinical  programs 
including  geriatrics,  preventive  cardiology,  anorexias, 
lipid. disorders,  cancer  and  nutrition,  and  dialysis. 
Integration  of  the  components  of  the  CNRU  with  these  clinical 
programs  is  expected  to  provide  a  significant  impetus  to 
research  and  education  in  clinical  nutrition  as  well  as  lead 
to  a  general  improvement  in  clinical  management  and  patient 
care.     [This  CNRU  is  funded  by  NIAMDD.] 

The  Clinical  Nutrition  Research  Unit  at  the  University 
of  Alabama  in  Birmingham  is  under  the  direction  of  Charles 
Butterworth,  M.D. ,  Professor  and  Chairman  of  the  Department 
of  Nutrition  Sciences.     The  School  of  Community  and  Allied 
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Health,  the  School  of  Medicine/  and  the  School  of  Dentistry 
cooperate  in  this  interdisciplinary  program.     Due  to  the 
strong  institutional  backing  for  a  model  Center  for  Clinical 
Nutrition  Research,  plans  are  underway  for  a  Nutrition 
Science  Center  that  includes  an  administrative  unit  and 
five  other  centralized  units  or  teams  consisting  of:  a 
laboratory  providing  shared  facilities  for  basic  research 
and  clinical  support  services;  a  clinical  nutrition  support 
team;  an  animal  facility  supporting  basic  nutrition  research; 
an  information  service  to  combat  fraud,  waste,  and  mis- 
information; and  an  international  unit  to  promote  understanding 
and  exchange  of  information  with  students  and  scientists 
in  other  parts  of  the  world.     [This  CNRU  is  funded  by  NCI.] 

The  CNRU  at  Vanderbilt  University's  School  of  Medicine 
is  under  the  direction  of  Harry  L.  Greene,  M.D.,  Associate 
Professor  of  Pediatrics  and  Head,  Division  of  Gastroenterology. 
In  keeping  with  the  concepts  of  a  CNRU,  six  clinical  nutrition 
research  projects  serve  as  a  focus  in  order  to  develop  new 
knowledge  about  specific  nutrients  in  health,  human  development, 
and  in  the  prevention  and  treatment  of  disease.  Ongoing 
fellowship  training  grants  in  nutrition  and  gastroenterology 
serve  as  a  basis  to  implement  much  of  the  above  teaching 
and  patient  care.     The  Vanderbilt  Public  Information  Office 
and  their  daily  contact  with  the  news  media  as  well  as 
with  their  own  publication  department  will  increase  public 
awareness  of  the  nutrition  program.     [This  CNRU  is  funded 
by  NIAMDD] . 

The  Clinical  Nutrition  Research  Unit  at  the  Medical 
College  of  Georgia  in  Augusta,  is  under  the  direction  of 
Elaine  Feldman,  M.D.,  Chief,  Section  of  Nutrition,  Department 
of  Medicine,  and  Director  of  the  Georgia  Institute  of 
Human  Nutrition.     The  CNRU  provides  partial  financial  support 
and  the  structure  for  the  administrative  and  laboratory 
activities  of  the  Georgia  Institute  of  Human  Nutrition 
(GIHN).     The  staff  of  the  CNRU  functions  in  one  or  more  of 
the  three  nutrition-related  areas  of  clinical  research, 
education  and  training,  and  service.     An  experienced  nutri- 
tional biochemist  supervises  three  core  laboratories:  lipids, 
trace  metals,  and  nutritional  biochemistry.     The  nutrition 
education  program  in  the  School  of  Medicine  is  supported 
in  conjunction  with  a  separately  funded  curriculum  development 
grant  in  applied  nutrition.     The  goal  of  the  CNRU  is  to 
search  for  solutions  of  the  etiology  and  treatment  of 
nutrition  related  disorders  affecting  the  population  of 
Georgia.     The  joint  efforts  of  the  School  of  Medicine, 
the  GIHN,  the  CNRU,  and  the  interdisciplinary  team  curriculum 
in  nutrition  will  provide  a  resource  to  enhance  the  effective 
role  of  nutrition  as  an  important  discipline  in  patient 
care.     [This  CNRU  is  funded  by  NIAMDD.] 
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The  CNRU  under  the  direction  of  Richard  S.  Rivlin,  M.D., 
Professor  of  Medicine  and  Chief  of  the  Nutrition  Service 
at  the  Memorial  Hospital  for  Cancer  and  Allied  Diseases, 
and  Chief  of  the  Division  of  Nutrition,  Department  of 
Medicine,  Cornell  University  Medical  College,  is  the  major 
focus  for  the  nutrition  activities  of  the  Memorial  Sloan- 
Kettering  Cancer  Center  and  of  Rockefeller  University.  A 
collaborative  program  with  the  participating  institutions 
includes  development  of  all  seven  components  of  the  CNRU. 
This  CNRU  establishes  an  administrative  core  facility  that 
includes  the  following  five  core  laboratories:  immunology, 
lipid  metabolism,  metals,  mass  spectrometry,  and  biophysics. 
[This  CNRU  is  funded  by  NCI.] 

.  At  Columbia  University's  College  of  Physicians  and 
Surgeons,  the  CNRU  is  directed  by  Robert  W.  Winters,  M.D., 
Professor  of  Pediatrics.     The  CNRU  includes  the  following 
three  core  components:  a  clinical  core,  a  laboratory 
core,  and  a  computer/biostatistics  core.     Activities  of  this 
CNRU  focus  on  the  pediatric  patient  since  large  research, 
education,  and  training  programs  already  exist  in  the 
Department  of  Pediatrics  and  the  Institute  of  Human  Nutrition 
at  Columbia.     Pediatrics  offers  important  and  unique 
opportunities  for  the  study  of  nutritional  problems  in  pa- 
tients.    Plans  include  building  onto  existing  programs  in 
parenteral  and  enteral,  clinical,  and  basic  nutrition 
research.     This  research  is  directed  towards  providing  ade- 
quate nourishment  to  the  fetus,  the  premature  or  term  in- 
fant, the  child,  or  the  adolescent.     The  planned  new  projects 
with  nutrition  components  embrace  such  diverse  fields  as 
cardiology,  oncology,  neonatology,  allergy,  pulmonary 
disease,   immunology,  and  perinatology.     In  addition  to 
catalyzing  extensive  new  areas  of  nutrition  research,  the 
CNRU  acts  as  a  major  new  institutional  resource  for  the 
integration  of  research,  education,  and  service  in  the  field 
of  clinical  nutrition.    [This  CNRU  is  funded  by  NIAMDD. ] 

Many  unanswered  questions  remain  on  the  relationship 
of  diet  to  health  and  disease,  especially  cancer,  other 
chronic  diseases,  and  aging.     To  answer  these  questions 
nutritional  science  must  integrate  many  disciplines  such 
as  biochemistry,  molecular  biology,  genetics,  and  physiology 
as  well  as  medical  specialties  such  as  internal  medicine, 
pediatrics,  and  surgery.    A  close  interaction  among  research, 
health  services,  and  education  is  crucial  for  the  advancement 
of  nutritional  science.     These  seven  Clinical  Nutrition 
Research  Units  are  designed  to  provide  maximal  efficiency 
of  research,  service,  and  training  through  enhanced  personnel 
contact  and  intellectual  stimulation,  use  of  shared  resources, 
and  coordinated  effort.     To  foster  such  integration  and 
support  interactions,  NIH  sponsors  an  annual  meeting  of 
CNRU  Directors  to  discuss  research  progress  and  future 
research  needs.     The  first  of  these  meetings  was  held  on 
December  3,  1980. 


78-363  0-81-38 
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NIH-NCC  FY  1982  PRIORITIES  IN  NUTRITION  RESEARCH  AND  TRAINING 

The  major  emphases  of  the  NCC  in  FY  1982  will  consist  of: 

•        The  coordinated  efforts  of  the  NCC  with  Nl^IDD  and  NCI, 
the  two  Institutes  supporting  CNRUs,  to  continue  and 
to  expand  the  scope  of  the  annual  meetings  of  the  CNRU 
directors . 


•  The  preparation  of  the  Annual  Report  of  the  National 
Institutes  of  Health  Program  in  Biomedical  and  Behavioral 
Nutrition  Research  and  Training,  FY  1981. 

•  The  continuation  of  the  monthly  meetings  of  the  NCC  and 
of  the  scientific  program  presentations  at  the  metings. 
These  presentations  will  be  expanded  to  include  scientists 
supported  by  the  NIH  extramural  program  and  other 
scientists  of  national  and  international  stature. 

•  The  continuing  efforts  to  stimulate,  coordinate,  and 
update  Program  Announcements,  Requests  for  Applications, 
and  Requests  for  Proposals  in  all  areas  of  nutrition 
research,  training,  and  manpower  development,  with 
particular  emphasis  on  the  areas  of  Obesity,  Nutrition 
and  Behavior,  and  Nutrition  and  the  Hospitalized 
Patient ,  and  New  Investigator  Research  Awards. 


NIH-NCC  OFFICE  —     FY  1982  PRIORITY  ACTIVITIES 

In  addition  to  staffing  the  NCC,  over  the  past  years 
the  NCC  Office  has  been  assigned  additional  responsibilities 
that  will  result  in  the  continuation  of  the  following 
major  NCC  Office  activities  in  FY  1982: 


l.DHHS  Health  Research  Plans  and  Initiatives .. .The  Nutrition 
Research  Initiative 

In  April  1978,  the  Secretary  of  the  Department  of  Health, 
Education  and  Welfare,  Mr.  Joseph  A.  Califano,  initiated  a 
major  review  and  reappraisal  of  the  Department's  health 
research  activities  and  long  term  interagency  research 
proposals.     Each  agency  in  the  Department  thereby  identified 
their  health  planning  activities  and  the  significance  of 
research  within  their  specific  mission  statements. 

In  order  to  coordinate  research  planning  and  imple- 
mentation, and  thereby  strengthen  research,  a  steering 
committee  consisting  of  representatives  from  the  various 
agencies  was  established  to  define  a  number  of  health 
research  initiatives.     The  initiatives  were  to  focus  on 
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selected  problem  areas  where  mission  needs  of  several  DHHS 
agencies  coincide  with  significant  scientific  opportunity. 
The  health  research  principles  approved  by  the  Department 
in  August  1979  were  to  serve  as  a  basis  in  developing 
each  initiative. 

The  NIH  was  designated  as  the  sponsoring  agency  to 
develop  the  Nutrition  Research  Initiative/  and  the  NCC 
Chairman  was  designated  as  coordinator.     The  agencies 
designated  as  cosponsors  of  the  initiative  were:  NIH;  ADAMHA ; 
FDA;  CDC;  the  Office  of  Health  Research  Statistics  and 
Technology/  NCHS-HANES;  and  the  Bureau  of  Health  Manpower/ 
HRA.    The  impetus  to  develop  this  initiative  in  nutrition 
stemed  from  the  rapidly  growing  scientific  interest/  lively 
public  debate  on  the  pertinence  of  nutrition  to  particular 
health  problems/  and  evolving  federal  efforts  to  coordinate 
nutrition  research  at  both  policy  and  program  levels. 

The  purpose  of  the  nutrition  initiative  is  to  develop 
within  the  DHHS  a  more  comprehensive  and  effective  program 
of  nutrition  research  and  training  to  strengthen  support 
of  related  missions.     The  principle  thrust  is  to  reinforce 
a  coherent  research  program  and  to  extend  the  growing 
trans-Institute  Cooperation  in  nutrition  research  to  other 
agencies.     A  committee  with  members  from  the  six  agencies 
that  support  nutrition  research  and  training  will  be  given 
the  task  to  develop  a  cohesive  program  for  the  Department 
in  order  to  best  carry  out  this  initiative  in  nutrition 
research. 

The  Secretarial  Research  Initiatives  will  be  published 
under  the  title  "Health  Research  Activities  of  the  Department 
of  Health  and  Human  Services:  Program  Planning  and  Proposed 
Initiatives  for  FY  1981."    This  document/  dated  December, 
1980  will  be  distributed  by  the  Secretary  early  in  January 
1981. 


2.  Clinical  Center  Study  on  the  Follow-up  of  Hypochloremic 
Formula  Feedings  in  Infants 


In  July  1979,  a  kidney  specialist  reported  three  cases 
of  metabolic  alkalosis  in  infants  who  were  being  fed  only 
Neo-Mull-Soy/  a  soybean  based  formula  deficient  in  chloride, 
an  essential  nutrient.     Epidemiological  work  carried  out 
by  CDC  found  an  additional  118  cases  of  infants  who  had  at 
least  one  episode  of  metabolic  alkalosis  while  being  fed 
either  Neo-Mull-Soy  or  Cho-Free,  another  soybean  based 
formula  deficient  in  chloride.     (Metabolic  alkalosis  is  an 
accumulation  in  the  body  of  organic  base  compounds,  such 
as  blood  bicarbonate,  resulting  in  the  derangement  of 
the  normal  acid-base  balance.)  Analysis  of  formula  prepa- 
rations found  that  the  products  contained  one-third  the 
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chloride  stated  on  the  product  label  and  supplied  approximately 
one-fifth  the  chloride  recommended  for  infants  by  the 
American  Academy  of  Pediatrics.    The  formulas  were  voluntarily 
recalled  after  having  been  on  the  market  for  about  16 
months.    At  the  recommendation  of  the  NCC  Office,  the  NIH 
has  begun  a  five  year  follow  up  study  at  the  Clinical  Center 
of  infants  fed  Neo-Mull-Soy  or  Cho-Free.     The  NCC  Office 
will  be  responsible  for  the  preparation  of  a  report  to  the 
Congress  that  describes  the  study  and  the  resources  required 
to  perform  it. 

A  team  of  NIH  investigators  under  the  leadership  of 
Dr.  Van  S.  Hubbard  of  the  NIAMDD,  Pediatric  Metabolism 
Branch,  will  evaluate  the  infants'  present  physical  and 
developmental  status  to  provide  a  basis  for  future  comparisons. 
The  four  associate  investigators  are:  Dr.  Barry  Bercu, 
NICHD,  Dr.  Charles  C.  Chang,  NINCDS,  Dr.  Howard  A.  Moss, 
NIMH,  and  Dr.     Artemis  P.  Simopoulos,  Chairman  of  the  NCC. 
Dr.  Jose  Cordero  of  the  Bureau  of  Epidemiology  of  the 
Center  for  Disease  Control,  Dr.  Allan  L.     Forbes  of  the 
Food  and  Drug  Administration,  and  Dr.  Frederic  C.  Bartter 
of  Audie  Murphy  Memorial  Veterans  Administration  Hospital 
serve  as  consultants  to  the  study. 

In  accordance  with  NIH  policy,  each  child  will  be  ad- 
mitted to  the  study  at  the  recommendation  of  their  physician. 
The  children  will  be  admitted  to  the  study  either  as  inpatients 
or  outpatients.     The  study  protocol  includes  a  complete 
physical,  neurological  and  psychological  examination 
along  with  detailed  medical,  social,  and  dietary  histories. 
Special 'tests  have  been  selected  in  order  to  rule  out 
other  causes  of  metabolic  alkalosis,  especially  Bartter's 
Syndrome,  which  has  symptoms  similar  to  those  observed  in 
these  infants. 

A  few  affected  infants  were  studied  by  their  own  phy- 
sicians during  the  most  severe  phase  of  their  illness. 
These  infants  will  be  admitted  as  inpatients  for  two  weeks 
to  determine  how  they  respond  to  a  low,  but  adequate  sodium 
level  in  their  diet.     Investigators  will  also  take  special 
measurements  to  detect  possible  hormonal  changes.     None  of 
the  diagnostic  tests  will  harm  the  infants,  and  if  any 
abnormalities  are  found  they  will  be  further  evaluated  and 
treated. 

Because  only  about  1  percent  of  the  infants  receiving 
the  formulas  developed  hypochloremic  metabolic  alkalosis, 
the  study  will  attempt  to  identify  the  factors  that  enhanced 
the  infants'  susceptibility  to  developing  this  metabolic 
alkalosis.     Periodic  re-evaluations  should  reveal  any 
long-term  effects  on  growth  and  development  of  the  metabolic 
alkalosis  that  resulted  from  ingesting  only  the  chloride 
deficient  formulas. 
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In  order  to  respond  to  the  Infant  Formula  Act  of  1980, 
PL  96-359,  Sec.  7(a),  the  team,  through  the  NCC  Office, 
plans  to  convene  a  workshop  that  will  include  nonfederal 
scientists,  parents,  and  industry  in  order  to: 

1)  define  the  population  to  be  studied; 

2)  determine  how  to  best  do  the  study,  i.e.,  expand  the 
present  study  or  develop  a  collaborative  study  with 
infants  to  be  studied  in  other  centers; 

3)  develop  detail  protocols  for  the  study;  and 

4)  determine  how  long  the  children  should  be  followed 
in  order  to  determine  the  long-term  effect  on 
infants  of  hypochloremic  metabolic  alkalosis  resulting 
from  infant  formulas  deficient  in  chloride. 


3.  The  Joint  Subcommittee  on  Human  Nutrition  Research  ( JSHNR) , 
of  the  Federal  Coordinating  Council  for  Science ,  Engineering 
and  Technology  ( FCCSET) ,  Office  of  Science  and  Technology 
Policy  (OSTP ) ,  Executive  Office  of  the  President. 

The  Committee  on  Health  and  Medicine  (CHM)  and  the 
Committee  on  Food  and  Renewable  Resources  (CFRR)  of  FCCSET, 
OSTP,  established  the  Joint  Subcommittee  on  Human  Nutrition 
Research  (JSHNR)  because  of  the  vital  importance  of  the 
benefits  from  human  nutrition  research  to  the  welfare  of 
the  American  people  and  the  world  population,  and  the  need 
for  nutrition  research  efforts  of  the  Federal  agencies  to 
be  mutually  reinforcing. 

The  JSHNR  is  cochaired  by  representatives  from  DHHS  and 
USDA.  The  Chairman,  NCC,  is  the  DHHS  representative  and 
serves  as  Cochairperson  and  Executive  Secretary  of  the 
Subcommittee.     The  Administrator,  Human  Nutrition  Center, 
SEA/USDA,  represents  USDA  on  the  Subcommittee  and  serves. as 
Cochairperson.   In  addition  to  DHHS,  USDA,  and  OSTP  (ex 
officio) ,  seven  other  agencies  are  represented  on  the 
Subcommitee:  Department  of  Commerce,  National  Oceanic 
and  Atmospheric  Administration  (DOC/NOAA);  Department 
of  Defense  (DOD);  Federal  Trade  Commission  (FTC);  Inter- 
national Development  Cooperative  Administration,  Agency 
for  International  Development  (IDCA/AID);  National  Science 
Foundation  (NSF);  and  the  Veterans  Administration  (VA) . 
On  March  11,  1980,  the  National  Aeronautics  and  Space 
Administration  (NASA)  was  asked  to  join  the  JSHNR. 

The  scope  and  the  purpose  of  the  Subcommittee  are  as 
follows : 
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Scope ;      The  Subcommittee  is  concerned  with:   (1)  all 
Federally  supported  or  conducted  research  on  nutrition 
with  emphasis  on  human  nutrition;  and  (2)  professional 
personnel  needs  in  nutrition  research  and  education. 
This  includes: 

•  Basic  physiological  and  biochemical  mechanisms 
for  the  digestion,  absorption,  metabolism,  and 
transport  of  nutrients;  the  role  of  food  ingredients 
in  human  health  and  performance  and  in  the 
prevention  and  treatment  of  disease. 

•  Nutrient  composition  of  foods;  the  effects  of 
storage,  processing,  and  packaging;  and  the 
biological  availability  of  nutrients  in  the 
foods  at  the  time  of  consumption. 

•  Determinants  of  dietary  practices  and  methods 
for  educating  the  public  about  dietary  practices. 

•  Food  consumption  patterns  and  nutritional  status 
of  the  general  population  and  of  special  high-risk 
subgroups  within  the  population;  evaluation  of 

the  nutritional  impacts  of  various  intervention 
strategies  and  public  policies. 

•  The  professional  personnel  to  carry  out  research 
on  human  nutrition;  training  programs  in 
nutrition  research  and  nutrition  education  in 
medical  schools,  dental  schools,  schools  for 
allied  health  professionals,  schools  of  nutrition, 
teachers'  colleges,  and  schools  of  food  and 
agriculture;  nutrition  education  at  the  primary 

.  and  secondary  school  level;  and  the  manpower 
needs  for  education  of  the  public. 

Purpose:     The  purpose  of  JSHNR  is  to  increase  the  overall 

effectiveness  and  productivity  of  research  efforts 

in  nutrition.     In  fulfilling  this  purpose,  the  Subcommittee 

will: 

a.  Improve  planning,  coordination,  and  communication 
among  Federal  agencies  engaged  in  research  on 
nutrition. 

b.  Develop  and  update  plans  for  Federal  research 
programs  to  meet  current  and  future  domestic 
and  international  needs  for  nutrition. 

c.  Collect,  compile,  and  disseminate  information 
on  nutrition  research. 

d.  Prepare  reports  describing  activities,  findings, 
and  recommendations  of  the  Subcommittee. 
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The  Subcomrait tee's  report  "Federally-Supported  Human 
Nutrition  Research,  Training  ,  and  Education:  Update  for 
the  1980s.     I.  Human  Nutrition  Research  and  Training"  was 
published  on  December  5,  1980.     Copies  are  available  from 
the  NIH-NCC  Office.     By  June,  1981,  the  JSHNR  will  issue 
two  additional  reports  under  the  same  general  title.  One 
will  address  International  Nutrition  Research  and  the 
other  will  address  Nutrition  Education  Research,  Education 
for  Professionals  and  for  the  Public. 

In  its  published  report,  as  one  of  six  recommendations, 
the  JSHNR  addresses  interdepartmental  relationships,  integration, 
and  coordination  in  human  nutrition  research  and  recommends 
that  the  Subcommittee  undertake  the  following  five  activities, 
the  first  four  of  which  will  be  implemented  in    FY  1982. 

1.  Review    the    interdepartmental    coordination    in  human 
nutrition  research    of    its    member    agencies  in 
greater    depth,  and    make  recommendations    to  simplify 
and    strengthen  the    coordination,  particularly  at 
levels  above  that  of  specific  programs. 

2.  Initiate    development  of  a  data    base  on  all  Federally- 
supported  human  nutrition    research  and  research  training 
activities  (including  intramural,  extramural,  collaborative, 
and  formula  grant  funded  activities)  in  order  to 
facilitate  coordination, planning,  and  reporting. 

3.  Promote  the    development  of    joint    workshops,  con- 
ferences, and  educatibnal  programs  when  appropriate. 

4.  Establish  an  annual    meeting    at  which  the  Directors 
of  the  NIH  Clinical  Nutrition    Research    Units,  the 
intramural  laboratories  of  USDA,  NIH,  and  FDA,  the  VA 
clinical  nutrition  and  alcohol  research  programs, 

and  the  managers  of  DOD  and  NASA  programs  with  nutrition 
research  components    will    discuss  research  progress 
and  future    research    needs.      Such    discussions  should 
lead  to  increased    coordination    and  collaboration 
among  the  intramural  programs  of  the  USDA,  NIH,  FDA, 
DOC,  NASA,  DOD,  and  VA.  Furthermore     it    may  indicate 
the    need    for  the  development    of  joint  Program 
Announcements    and  Requests  for  Applications  and  Propo- 
sals (RFAs  and  RFPs )  by  USDA,  NIH,  FDA,  NASA,  and  NSF. 
The  JSHNR  is  uniquely  qualified  to  determine  specific 
needs  for  such  joint  action  by  cooperating  agencies 
and  assist  in    the  development  of  mechanisms  for 
implementation. 

5.  Complete    by    June  1981:     the  report  on  International 
Nutrition  Research,  and    the    report  on  Nutrition 
Education  Research,  Education  for  Professionals,  and 
for  the  Public. 
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The  NCC  Office  will  continue  to  carry  out  its  respon- 
sibility to  the  JSHNR  in  FY  1982. 


4.  DHHS  Nutrition  Coordinating  Committee 

The  Chairman  of  the  NIH-NCC  represents  the  NIH  on  the 
DHHS  Nutrition  Coordinating  Committee  (DHHS-NCC).     The  NCC 
Office  has  provided  scientific  input  to  each  of  the  following 
four  DHHS-NCC  subcommittees:  Dietary  Guidelines;  Nutritional 
Status  Monitoring  System;  Nutrition  Education;  and  International 
Health. 


5.  Official  Reports/  Hearings,  and  Presentations 

The  NCC  Office  provides  input  for  reports  prepared  by 
other  Federal  agencies,  as  well  as  the  General  Accounting 
Office.     In  addition  to  numerous  special  reports,  the  NCC 
Office  annually  supplies  data  used  in  the  preparation  of 
the  following  three  documents: 

The  portion  of  this  report  (Moyer)  dealing  with  the 
NIH  Program  in  Biomedical  and  Behavioral  Nutrition 
Research  and  Training. 

"Federal  Food,  Agriculture,  and  Nutrition  Programs" 
(FANI),  developed  by  The  General  Accounting  Office 
in  cooperation  with  the  USDA  and  the  Office  of  Manage- 
ment and  Budget,  is  an  inventory  report  of  359  federal 
programs  in  28  different  departments  and  agencies. 

The  "DHHS-Nutrition  Information  and  Education  Inventory," 
compiled  by  the  DHHS-NCC  Subcommittee  on  Nutrition 
Education,  that  lists  DHHS  activities  in  the  following 
three  areas:  nutrition  education  and  information 
provided  to  the  public;  training  programs  for  health 
professionals  in  the  field  of  nutrition;  and  research 
in  nutrition  education. 

In  addition,  the  NCC  Office  contributes  to  the  prep- 
aration of  numerous  ad-hoc  reports  prepared  by  other 
Federal  agencies  and  the  General  Accounting  Office.  The 
Office  also  collects  and  analyzes  substantial  data  for  the 
preparation  of  testimony  to  be  presented  at  Congressional 
hearings  concerned  with  nutrition  and  presents  the  NIH 
Program,  and  special  presentations  in  nutrition,  at  the 
invitation  of  professional  societies  and  other  groups. 


NIH  FY  1982  PRIORITIES  IN  NUTRITION  RESEARCH  AND  RESEARCH  TRAINING 


The  FY  1982  priorities  in  nutrition  research  and  research 
training  are  described  below,  by  Institute  and  Division. 
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NATIONAL  CANCER  INSTITUTE 

At  the  NCI,  nutrition  priorities  include  studies  on 
the  maintenance  of  the  nutritional  status  of  patients  with 
cancer;  the  role  of  diet  and  nutrition  in  cancer  etiology; 
host-tumor  interactions  and  competition  for  nutrients;  the 
formulation  of  prevention  strategies  based  upon  diet  and 
nutrition;  and  the  role  of  diet  and  nutrition  in  the  reha- 
bilitation of  patients  with  cancer.     An  additional  priority 
for  the  NCI  is  the  dissemination  of  information  derived 
from  cancer  and  nutrition  studies.    The  Diet,  Nutrition, 
and  Cancer  Program  will  initiate  activities  to  study  the 
special  nutritional  needs  of  pediatric  cancer  patients. 

The  development  of  techniques  and  procedures  to  maintain 
the  nutritional  status  of  well-nourished  cancer  patients 
and  to  improve  the  nutritional  status  of  malnourished 
cancer  patients  is  of  highest  priority  in  the  area  of 
cancer  therapy.     This  research  program  includes  the  develop- 
ment of  techniques  and  procedures  to  assess  the  nutritional 
status  of  cancer  patients  at  diagnosis  and  follow-up  through 
treatment;  the  evaluation  of  existing  products  and  procedures 
used  in  the  nutritional  support  of  cancer  patients;  and 
the  development  of  improved  formulations  and  delivery 
systems  in  total  parenteral  nutrition,  total  enteral  nutri- 
tion, and  oral  supplementation.     This  program  also  includes 
the  evaluation  of  alternative  procedures  for  maintaining 
nutritional  status,  such  as  behavior  modification,  biofeed- 
back, and  development  of  drugs  to  improve  appetite. 

Research  on  the  role  of  diet  and  nutrition  in  cancer 
etiology  involves  the  assessment  of  nutritive  and  non-nutritive 
dietary  components  as  carcinogens  and  procarcinogens ,  their 
interactions  in  carcinogen  metabolism,  and  the  relative 
hazard  levels  of  appropriate  substances.     Foods  and  food 
additives  are  being  examined  for  their  possible  carcinogenic 
effects,  and  nutrients  are  being  studied  for  their  possible 
role  as  inhibitors  of  the  action  of  chemical  carcinogens. 
Studies  of  basic  mechanisms  involve  nutrient  uptake  and 
utilization  and  cellular  control  mechanisms  in  both  normal 
and  neoplastic  tissues.     Epidemiological  surveys  to  develop 
hypotheses  for  testing  in  laboratory  and  animal  studies 
and  to  access  potential  and  relative  hazards  of  food-born 
carcinogens  and  procarcinogens  are  also  included. 

The  issues  of  food  preparation  and  processing  require 
research  priority  as  do  food  additives,  supplements,  and 
vitamins.    Risks  related  to  nutritive  and  non-nutritive 
components,  especially  in  certain  populations  are  also 
included.     The  role  of  alcohol,  fat,  fiber,  and  obesity  in 
cancer  will  also  be  further  defined.     Studies  will  also 
include  the  effects  of  dietary  factors  on  cancer  and  the 
immune  system. 
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Studies  on  host-tumor  interactions  and  the  competition 
for  nutrients  are  designed  to  develop  more  complete  under- 
standing of  tumor  growth  and  differentiation  as  they  affect 
the  metabolism  of  the  host.     Such  research  involves  the 
separate  evaluation  of  the  nutritional  requirements  of  host 
and  neoplasia.     An  understanding  of  growth  requirements  and 
control  mechanisms  will  allow  the  formulation  of  new  therapy 
schemes  based  on  differential  nutrient  availability.  Many 
chemotherapeutic  agents  now  in  use  act  as  metabolic  antago- 
nists or  blocking  agents,  or  they  create  overt  nutritional 
deficiencies.    The  use  of  nutritionally  modified  enteral 
or  parenteral  nutrition  solutions  allows  for  the  development 
of  new  therapy  protocols.    This  program  also  investigates 
the  role  of  tumor  metabolism  and  excretory  products  in 
controlling  food  intake  and  nutrient  metabolism  in  the 
host.     Research  on  the  development  of  pharmacologic  agents 
to  increase  food  intake  in  cancer  patients  will  be  conducted. 
Other  research  will  be  done  on  special  nutritional  needs 
of  the  various  age  levels  of  cancer  patients,  i.e.,  children, 
adolescents,  adults,  elderly. 

A  fourth  priority  area  for  the  NCI  is  concerned  with 
the  formulation  of  prevention  strategies  based  on  diet  and 
nutrition  to  minimize  cancer  incidence  or  recurrence. 
Techniques  and  procedures  to  assess  the  nutritional  status 
of  individuals  are  being  developed;  such  assessments  are 
useful  in  prevention  activities.     Epidemiological  investi- 
gations of  dietary  habits  and  nutritional  status  on  tumor 
incidence  and  patient  survival  are  underway  in  different 
populations.     It  is  evident  from  epidemiological  studies 
that  dietary  and  lifestyle  factors  play  a  major  role  in 
cancer  risk.     Prevention  strategies  can  thus  be  developed 
to  minimize  such  risk,  based  upon  dietary,  nutritional, 
and  lifestyle  factors  of  various  populations,  without  know- 
ing every  detail  of  the  etiological  process.     This  program 
evaluates  the  evidence  from  epidemiological,  clinical,  lab- 
oratory, and  animal  studies  in  order  to  develop  prevention 
strategies  for  testing  and  validation.     It  includes  the 
development  and  validation  of  methodologies  to  evaluate 
the  cost-effectiveness  of  specific  and  alternative  prevention 
strategies  and  the  study  of  nutritional  agents  which  can 
serve  in  the  chemoprevention  of  cancer.    Where  appropriate, 
research  will  develop  and  evaluate  procedures  for  creating 
educational  programs  for  health  professionals  and  for  the 
public.    NCI  will  explore  the  possibility  of  intervention 
trials  assessing  various  dietary  factors  in  the  occurence 
of  certain  malignancies,  such  as  colon  and  breast  cancer 
in  high  risk  populations. 

The  role  of  diet  and  nutrition  in  the  rehabilitation  of 
the  cancer  patient  is  a  priority,  since  the  nutrition  rehab- 
ilitation of  the  cured  cancer  patient  is  important  in  max- 
imizing the  quality  of  life  and  in  returning  the  patient  to 
a  productive  life.     Through  clinical  trials,  the  effectiveness 
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of  nutritional  support  in  cancer  patients  will  be  evaluated. 
Research  in  this  area  includes  the  maximization  of  quality 
of  life  for  individuals  whose  disease  status  is  stable  or 
those  for  whom  the  disease  is  progressive  and  without 
therapy  recourse.     The  program  includes  the  evaluation  of 
nutritional  requirements  during  remission,  the  nutritional 
rehabilitation  process,  and  the  evaluation  of  dietary  and 
nutritional  factors  on  maximizing  patient  survival.  Since 
current  therapy  often  creates  nutritional  cripples  (patients 
with  ostomies,  shortened  gastrointestinal  tracts,  pancrea- 
tectomies, etc.),  the  special  requirements  of  these  indivi- 
duals will  be  considered.     It  is  important  that  valid  and 
useful  information  on  the  role  of  diet  and  nutrition  in 
cancer  etiology,  prevention,  treatment,  and  rehabilitation 
be  disseminated  to  health  care  professionals  and  to  the 
public.     The  NCI  program  includes  the  development  of  edu- 
cational and  informational  materials  and  programs,  as  well 
as  their  dissemination.    Also  included  are  workshops, 
seminars,  symposia,  demonstration  projects,  information 
transfer  networks,  publications  of  various  types,  and 
research  into  the  most  effective  dissemination  procedures. 

The  NCI  is  presently  funding  two  Clinical  Nutrition 
Research  Units. 


NATIONAL  HEART,   LUNG,   AND  BLOOD  INSTITUTE 

The  NHLBI  has  several  priorities  in  nutrition  research: 
studies  on  the  role  of  nutrition  in  arteriosclerosis;  the 
operation  of  the  Arteriosclerosis  Specialized  Centers  of 
Research;  continuation  of  community-based  media  intensive 
education  field  trials  for  cardiovascular  health;  basic  and 
clinical  research  at  the  Research  and  Development  Center 
for  Heart  and  Vascular  Diesase;  studies  on  the  nutritional 
aspects  of  lipid  diseases,  conducted  at  the  Lipid  Research 
Clinics;  research  on  dietary  intervention  through  the 
Multiple  Risk  Factor  Intervention  Trial;  the  development  of 
comprehensive  tables  of  food  composition;  studies  on  the 
alteration  of  diet  through  behavioral  modification;  investi- 
gations concerning  the  effects  of  diet  on  the  metabolism, 
structure,  composition,  and  blood  levels  of  high-density 
lipoproteins  and  other  lipoproteins;  the  implementation 
of  heart  attack  prevention  through  nutrition  counseling; 
the  analysis  of  nutrient  composition  of  foods;  studies  on 
the  effects  of  maternal  nutrition  on  infantile  respiratory 
distress  syndrome;  and  research  concerning  the  role  of 
nutrition  in  hypertension. 

Studies  on  the  role  of  nutrition  in  arteriosclerosis 
and  its  sequelae  are  conducted  through  the  NHLBI  grant 
mechanism.     Specific  areas  of  study  include:     the  effect 
of  diet  on  blood  lipids  and  lipoproteins,  the  effect  of 
diet  on  coronary  heart  disease  morbidity  and  mortality, 
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dietary  implications  of  the  exacerbating  effects  of  diabetes 
and  hypertension  on  arteriosclerosis,  the  basic  mechanisms 
whereby  .ve  sodium  participates  in  hypertension,  and 

the  effects  of  vitamin  and  mineral  nutrition  on  thrombus 
formation.     Studies  on  blood  platelets  and  arteriosclerosis 
will  consider  the  structural  and  functional  effects  of 
dietary  modifications  on  platelet-arterial  wall  interaction 
considering  the  role  of  arterial  wall  prostacycline,  platelet 
thromboxane,  and  their  inhibition. 

The  Arteriosclerosis  Special  Centers  of  Research  are 
concerned  with  particular  components  of  human  and  animal 
diet  in  relationship  to  hyperlipidemia  and  to  the  etiology 
of  arteriosclerosis  and  coronary  heart  disease.  Several 
of  the  Centers  are  involved  in  studies  to  determine  the 
extent  to  which  dietary  manipulations  can  prevent  or  modify 
the  course  of  risk  factor  development  in  humans. 

The  community-based  media  intensive  education  field 
trial  for  cardiovascular  health  is  an  NHLBI  program  designed 
to  prevent  coronary  heart  disease  by  behavioral  modification 
of  selected  populations.     Dietary  intervention  is  directed 
through  the  media  and  small  group  instruction  to  induce 
dietary  reduction  in  the  intakes  of  cholesterol,  saturated 
fat,  calories,  and  salt.     The  nutrition-associated  goals 
include  lowering  levels  of  plasma,  cholesterol,  triglycerides 
•and  high-density  lipoprotein;  reduction  in  blood  pressure; 
correction  of  obesity;  and  the  promotion  of  physical  activity 

A  Cardiovascular  Disease  Nutrition  Research  Unit  for 
the  study  of  nutrition  and  heart  and  vascular  disease  will 
establish  close  interaction  and  collaboration  between 
investigators  in  cardiovascular  disease  and  nutrition  and 
thereby  offer  a  broad  range  of  research  training  activities 
oriented  toward  human  nutrition  in  cardiovascular  health 
and  disease. 

The  Research  and  Demonstration  Center  for  Heart  and 
Vascular  Disease  has  as  its  mission  the  conduct  of  basic 
and  clinical  research  in,  and  development  of,  treatment 
protocols  for  heart  and  vascular  disease.     The  program  is 
implemented  through  community  clinics  and  other  forms  of 
community  outreach.     Specific  nutrition  aspects  include: 
1)  cooperative  efforts  with  local  restaurants  in  which 
nutritious,  low-cholesterol  meals  are  designed,  included 
on  menus,  and  advertised  to  the  public;  2)  attempts 
to  alter  dietary  >  ibits  (with  the  cooperation  of  the  County 
Extension  Service),  particularly  among  blacks  in  the  lower 
socioeconomic  group  since  they  are  at  high  risk  for  cardio- 
vascular disease;  and  3)  the  distribution  of  Spanish-language 
heart-health  publications,  such  as  the  "Help  Your  Heart 
Eating  Plan"  designed  especially  for  the  large  Spanish- 
speaking  population  in  the  greater  Houston  area. 
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Longitudinal  studies  of  coronary  heart  disease  risk 
factors  in  the  young  will  measure  changes  in  risk  factors 
(e.g.  blood  lipids  and  lipoproteins,  blood  pressure,  adiposity, 
blood  sugar,  etc.)  that  have  been  associated  with  the  develop- 
ment of  coronary  heart  disease  cohorts  of  males  and  females 
ranging  in  age  from  newborn  to  30  years. 

Through  its  Lipid  Research  Clinics,  the  NHLBI  supports 
nutrition  research  in  three  related  programs.     The  first 
of  these  is  an  internationally  based  study  of  the  prevalence 
of  dyslipidemias  in  defined  populations,  which  aims  to 
enhance  detection  of  dietary  influences  on  lipid  transport 
diseases.     The  second  is  a  trial  involving  more  than  3,800 
men  between  35  and  59  years  of  age  to  test  whether  lowering 
cholesterol  in  hypercholesterolemia  subjects  will  reduce 
or  slow  the  development  of  premature  coronary  heart  disease. 
An  important  component  of  this  study  is  a  Food  and  Nutrition 
Resource  Center,  which  serves  the  whole  program.     The  third 
program  within  the  Lipid  Research  Clinics  is  nutrition 
research  underway  at  three  clinics;  this  research  is  oriented 
basically  toward  dietary  recall  techniques,  hyperlipidemia 
studies,  and  the  monitoring  of  participant  adherence  to 
low-fat  diets. 

The  Multiple  Risk  Factor  Intervention  Trial  tests  whether 
intervention  in  a  group  of  12,000  men,  35  to  54  years  old, 
who  are  at  above-average  risk  of  death  from  coronary  disease, 
can  yield  a  50%  reduction  in  mortality.     The  intervention 
component  of  this  clinical  trial  is  designed  to  bring  about 
changes  in  eating  habits  to  achieve  a  reduction  in  serum 
cholesterol;  there  is  also  a  relationship  to  hypertension 
through  association  between  weight  control  and  sodium  and 
potassium  intake. 

An  additional  priority  area  for  the  NHLBI  is  the  develop- 
ment of  comprehensive  tables  of  food  composition.  The 
Institute  has  entered  into  a . collaborative  program  with  the 
Department  of  Agriculture  to  underwrite  the  acquisition  of 
certain  nutrient  data  that  will  not  only  serve  the  needs 
of  the  NHLBI  but  also  benefit  the  entire  nutrition  community. 
The  Institute  has  also  recently  supplied  funds  to  the  USDA 
Nutrient  Composition  Laboratory  to  pursue  development  of 
automated  analytic  techniques  for  direct  analyzes  of  food 
and  improved  methods  for  collecting,  recording,  and  evaluating 
dietary  data. 

Studies  on  the  alteration  of  diet  by  behavioral  means 
are  designed  to  translate  the  results  of  fundamental  research 
in  heart  disease  into  practical  suggestions  for  all  Americans. 
Good  heart  health  through  "prudent  self-reliance"  is  espe- 
cially important  in  nutrition.     A  small  demonstration  project, 
jointly  sponsored  with  the  Macke  Vending  Corporation  and  the 
National  Automated  Merchandisers  Association,  is  evaluating 
the  sale  of  low-calorie  snack  items. 
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Another  NHLBI  priority  is  concerned  with  research  on 
the  effects  of  diet  on  the  metabolism,  structure,  composition, 
and  blood  levels  of  highdensity  lipoproteins  and  other 
lipoproteins.     Lipoproteins  carry  cholesterol,  and  recent 
epidemiological  studies  have  found  that  high-density  lipo- 
protein levels  are  negatively  associated  with  risk  for 
coronary  heart  disease.     The  aim  of  research  in  this  area 
is  to  develop  fundamental  information  regarding  the  effect 
of  diet  on  lipoproteins,  including  investigations  into 
long-term  dietary  influences,  dietary  control  mechanisms, 
and  the  steady-state  levels  under  various  caloric  intakes. 
The  Division  of  Blood  Diseases  and  Blood  Resources  is 
investigating  the  role  of  dietary  lipids  in  hemostasis  and 
thrombosis  with  regard  to  platelet  lipids  and  changes  in 
the  functional  activity  of  platelets. 

The  implementation  of  heart  attack  prevention  through 
nutrition  counseling  is  another  NHLBI  priority.  This 
program  aims  to  stimulate  interest  in  improving  nutrition 
counseling  skills  at  the  level  of  the  local  practicing 
health  professional  through  the  presentation  of  one-day 
regional  workshops. 

A  working  group  concerned  with  establishment  of  cardio- 
vascular priorities  in  analyzing  the  nutrient  composition 
of  foods  has  been  organized  to  focus  on  three  areas: 
exploration  of  the  needs  of  nutrition  research  within 
NHLBI  and  the  cardiovascular  community,  with  particular 
attention  to  food  composition  data  needs;  development  of  a 
philosophy  for  prioritizing  food  analysis  with  respect  to 
cardiovascular  research;  and  development  of  a  list  of 
cardiovascular  priorities  in  food  composition  analysis. 

Research  on  the  infantile  respiratory  distress  syndrome 
(RDS)  is  a  priority  area  since  RDS  is  the  single  most 
frequent  cause  of  death  during  the  neonatal  period.  A 
small  but  important  fraction  of  the  risk  concerns  maternal 
nutrition,  which,  along  with  steroid  therapy,  is  being  studied 
as  a  means  of  reducing  the  risk  of  premature  birth  and 
consequent  risk  of  RDS. 

The  role  of  nutrition  in  hypertension  and  its  sequelae 
is  an  additional  priority  for  the  NHLBI.     This  broadly 
based  program  has  the  following  current  projects:     1)  the 
Hypertension  Detection  and  Follow-up  Program,  of  which  one 
technique  involves  dietary  measures  to  reduce  overweight  and 
to  control  salt  intake;  2)  the  National  High  Blood  Pressure 
Education  Program,  with  particular  efforts  directed  toward 
reducing  overweight  and  intake  of  salty  snack  foods  in 
patients  with  high  blood  pressure;  3)  statewide  coordination 
of  high  blood  pressure  control,  including  centralization 
and  computerization  of  dietary  recall  data;  and  4)  a  multi- 
faceted  program  covering  the  role  of  salt,  overweight, 
nutrient  metabolism,  and  diet  in  general  on  high  blood 
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pressure  prevention  and  management.     Studies  on  the  efficacy 
of  combinations  of  biobehavioral  and  pharmacological  treat- 
ments of  essential  hypertension  will  be  conducted  through 
clinical  research  projects. 


NATIONAL  INSTITUTE  OF  DENTAL  RESEARCH 

The  nutrition  priorities  of  the  NIDR  include  the  follow- 
ing studies:  to  eliminate  the  detrimental  effects  of  dietary 
sucrose  by  developing  suitable  substitutes  or  by  blocking 
the  cariogenic  activity  of  sucrose;  to  determine  the  extent 
to  which  poor  nutrition  contributes  to  periodontal  disease; 
to  determine  the  effects  of  poor  nutrition  on  the  functional 
integrity,  metabolism,  and  disease  of  oral  mucous  membranes; 
to  define  the  role  of  nutrition  in  craniofacial  malformation 
and  developmental  defects  of  oral-facial  structures;  and  to 
determine  the  effect  of  nutrition  on  salivary  gland  develop- 
ment and  function,  including  secretory  immune  mechanisms. 
In  the  area  of  soft  tissue  stomatology  and  nutrition,  re- 
search will  be  conducted  in  the  area  of  bone  biology,  on 
the  etiology  and  prevention  of  oral  ulcerative  diseases, 
and  on  immunization  against  infections.     Plans  also  include 
training  for  nutrition  research  related  to  oral  diseases. 


NATIONAL  INSTITUTE  OF  ARTHRITIS,   METABOLISM,   AND  DIGESTIVE 
DISEASES 

The  NIAMDD  has  the  following  nutrition  priorities: 
the  study  of  human  nutritional  requirements  and  factors 
that  influence  these  requirements;  the  use  of  new  technologies 
in  the  study  of  the  metabolic  forms,  transport,  and  function 
of  nutrients  and  the  role  of  diet  in  the  etiology  of  major 
health  problems;  studies  on  the  health  consequences  of  iron 
deficiency  anemia;  research  on  requirement  levels  and 
metabolic  roles  of  trace  minerals;  basic  studies  on  the 
effects  of  dietary  fiber  on  digestion  and  absorption  and 
on  its  suggested  relationship  to  the  onset  of  disease; 
research  on  the  interaction  of  nutritional  status,  immune 
competence,  and  infection;  research  on  prevention  and 
control  of  obesity  with  special  emphasis  on  causal  factors 
relating  to  food  behavior  (including  increased  support  for 
obesity  centers),  with  the  aim  toward  obesity  prevention; 
and  studies  to  identify  suboptimal  nutrition  in  hospitalized 
patients  and  to  improve  their  nutritional  support. 

Emphasis  on  the  study  of  human  nutritional  requirements 
and  the  factors  that  influence  these  requirements  is  essential. 
Information  is  inadequate  regarding  requirements  and  safe 
levels  of  many  nutrients  for  maintenance,  growth,  development, 
and  well-being  at  all  stages  of  the  life  cycles,  and  for 
various  conditions,  including  stress,  drug  use,  nutrient 
imbalances,  and  activity  levels.     Nutrients  of  particular 
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concern  are  the  trace  minerals,  certain  vitamins,  dietary 
fiber,  essential  amino  acids,  and  total  protein.  Immediate 
research  goals  are  to  determine  the  range  of  safe  levels 
for  those  nutrients  suspected  of  being  involved  in  dietary 
inadequacies,  imbalances,  or  toxicities.    More  complete 
information  on  human  nutritional  requirements  and  the 
factors  that  may  modify  them  has  direct  importance  in  the 
prevention  of  disease  and  the  maintenance  of  optimal  health. 

A  second  NIAMDD  priority  is  concerned  with  the  use  of 
new  technologies  in  the  study  of  the  function  of  nutrients 
and  the  role  of  diet  in  the  etiology  of  major  health  problems. 
An  important  solution  to  nutrition/health  related  problems 
lies  in  fundamental  studies  such  as  those  on  the  mechanism 
of  action  of  nutritional  factors  in  absorption  and  metabolism, 
biological  control  of  such  processes,  and  the  identification 
of  as-yet  unrecognized  roles  of  nutrients  on  their  metabolites. 
This  area  is  especially  appropriate  for  emphasis  because 
of  recent  technological  advances  (including  mass  spectrometry, 
high  pressure  liquid  chromatography,  and  radioimmunoassay), 
that  should  permit  rapid  progress  in  basic  nutrition  studies. 

Research  emphasis  in  the  area  of  iron  deficiency  is 
necessary  because  of  the  widespread  nature  of  the  problem. 
Severe  iron  deficiency  anemia  impairs  health  and  physical 
performance,  and  it  occurs  in  all  population  groups,  ages, 
races,  sexes,  and  economic  levels.     Studies,  are  concerned 
with  better  evaluation  of  the  detrimental  effects  of  iron 
deficiency,  including  work  capacity  and  performance,  physical 
and  mental  development  and  function,  susceptibility  to 
infection,  and  perinatal  morbidity  and  mortality.     A  program 
for  combatting  iron  deficiency  will  be  initiated,,  including 
laboratory  measurement  of  iron  status,  assessment  of  the 
prevalence  and  cause  of  iron  deficiency,  food  iron  avail- 
ability, and  the  development  and  efficacy  of  intervention 
programs  of  iron  supplementation  and/or  food  iron  fortification. 

An  additional  priority  for  NIAMDD  involves  investigations 
of  trace  mineral  nutrition.     The  recognition  of  the  essential 
nature  of  an  ever-increasing  number  of  trace  elements  is 
of  considerable  concern.     Results  of  animal  studies  and 
experience  with  hyperalimentation  have  revealed  the  limited 
knowledge  regarding  requirement  levels  and  metabolic  roles 
of  trace  minerals.     NIAMDD  research  concentrates  on  the 
development  of  accurate,  rapid,  and  reliable  analytical 
methods.    Other  studies  emphasize  the  metabolic  role  of 
the  different  trace  mineral  elements  and  the  range  of 
their  quantitative  requirements.     Interactions  among  trace 
elements  and  between  specific  trace  elements  and  other 
nutrients  receive  special  attention. 

Increased  emphasis  is  being  placed  on  basic  studies 
on  dietary  fiber  and  its  suggested  relationship  to  the 
onset  of  diseases  such  as  diverticulosis,  colonic  cancer, 
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and  coronary  artery  disease.     Research  is  being  conducted 
on  the  chemical  characterization  of  dietary  fiber,  its 
effect  on  intestinal  microflora  and  food  transit  time,  its 
interaction  with  nutrients,  bile  acids,  and  other  substances 
in  the  gut,  and  its  effect  on  digestive  enzymes  and  absorption. 
Priority  is  also  given  to  research  designed  to  develop  im- 
proved routine  methods  for  analysis  of  dietary  fiber  components. 

The  interaction  of  nutrition,  immune  competence,  and 
infection  is  receiving  priority  attention  at  the  request 
of  the  U.S. -Japan  Malnutrition  Panel.     The  extent  to  which 
malnutrition  interferes  with,  or  augments,  host-defense 
mechanisms  will  be  better  defined.    Well-designed,  controlled 
studies  are  planned  that  will  characterize  nutritional 
status  and  the  cell-mediated  and  humoral  immune  responses 
to  viral,  bacterial,  and  parasitic  infections  in  defined 
human  populations.     Research  will  also  be  conducted  on  the 
impact  of  nutritional  intervention  procedures  on  the  immune 
status  and  infection  in  animal  models  and  in  malnourished 
human  populations. 

Obesity  prevention  demands  high  priority  in  NIAMDD 
research  because  of  the  massive  public  health  significance 
of  the  problem.     Obesity  is  closely  related  to  increased 
incidence  of  ateriosclerosis  and  to  increased  mortality 
and  morbidity  from  hypertension,  diabetes,  gall  bladder 
disease,  certain  forms  of  kidney  disease,  and  other  disorders. 
The  underlying,  fundamental  cause  of  most  obesity  remains 
obscure,  and  most  control  measures  used  to  date  have  failed. 
The  NIAMDD  goal  is  thus  to  prevent  obesity  with  programs 
based  on  an  understanding  of  the  relationships  between 
genetic  predisposition,   induced  metabolic  changes,  environ- 
mental factors,  physiological  factors,  and  life  styles 
that  result  in  greater  food  energy  intakes  than  expenditures. 
A  workshop  planned  for  FY  1981  to  consider  the  development 
of  a  physiologically  valid  and  clinically  applicable  clas- 
sification of  obese  states.     The  classification  scheme  to 
diferentiate  obese  subjects  will  then  be  tested  in  a  multi- 
center  intervention  trial  to  evaluate  its  utility  for 
individualization  of  therapy. 

The  NIAMDD,  in  a  special  health  research  cooperative 
effort  with  the  National  Center  for  Health  Statistics 
(NCHS),  will  cooperate  with  the  the  NCHS's  Health  and 
Nutrition  Examination  Survey  (HANES)  to  obtain  epidemiologic 
data  on  the  relationship  of  diet  to  the  development  of 
gallstones. 

In  the  priority  area  of  supportive  nutrition  of  hos- 
pitalized patients,  the  NIAMDD  research  efforts  are  aimed 
toward  the  development  of  improved  methodologies  for  nutri- 
tional status  assessment  and  the  acquisition  of  more  complete 
information  about  the  effects  of  disease  states  on  the 
nutritional  needs  of  patients.     The  goal  is  to  develop  rapid, 
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improved  systems  for  assessing  nutritional  status  that 
involve  automated  assays  on  small-volume  samples  of  blood 
or  urine  for  vitamins ,  trace  elements,  and  electrolytes. 
Emphasis  is  placed  on  delivering  the  proper  quality  and 
quantity  of  nutrients  to  treat  specific  disease  states. 
Adequate  nutrition  support  services  offer  new,  cost-effective 
approaches  in  the  treatment  of  many  diseases  through  reduction 
in  mortality,  morbidity,  and  duration  of  hospitalization. 
This  program  will  better  acquaint  physicians  with  assessment 
techniques  and  the  application  of  nutrition  in  medical  care, 
thus  leading  to  the  effective  integration  of  nutrition  in 
medical  school  curricula  through  Clinical  Nutrition  Research 
Units. 

The  NIAMDD  is  currently  funding  five  Clinical  Nutrition 
Research  Units. 


NATIONAL  INSTITUTE  OP  NEUROLOGICAL  AND  COMMUNICATIVE  DISORDERS 
AND  STROKE 

The  NINCDS  is  responsible  for  studying  and  clarifying 
the  two-way  interaction  between  nutrient  intake  and  activity 
of  the  central  nervous  system.     Since  the  brain  depends  on 
glucose  for  normal  functioning,  neuroscience  research  in 
nutrition  attempts  to  unveil  the  role  of  nutrition  in  the 
functioning  of  the  nervous  system.     In  addition,  the  blood- 
brain  barrier  excludes  most  circulating  solutes  and  nutrients 
from  reaching  the  central  nervous  system,  and  only  small 
amounts  of  nutrients  are  stored  in  the  central  nervous 
system. 

Nutrition  studies  in  molecular  biology,  hemodynamics, 
and  immunochemistry  of  the  nervous  system  form  the  basis 
of  many  clinical  investigations.    Studies  are  being  done 
on  the  effect  of  food  additives,  especially  lipophilic 
acids,  on  the  growth  and  differentiation  of  human  cells  in 
culture,  and  on  vitamin  requirements  of  bacterial  and 
mammalian  cells  during  differentiation  and  specialization. 
Studies  in  rhesus  monkeys  are  looking  at  the  effects  of 
protein-calorie  malnutrition  during  pregnancy  on  possible 
sensory,  pathological,  immunological,  and  biochemical 
disturbances  in  the  infant. 

Various  studies  consider  dietary  manipulations  and 
dietary  habits  in  persons  with  hereditary  metabolic  disorders 
that  can  cause  neurological  abnormalities.     Dietary  manipu- 
lations are  being  studied  on  patients  with  transient  or 
definite  strokes  who  have  either  type  two  or  type  four  hyper- 
lipoproteinemia.    Studies  are  being  done  on  the  relation- 
ship between  dietary  habits  of  various  primitive  cultures 
and  the  incidence  of  slow  virus  infections  such  as  Creutzfeldt- 
Jacob  disease,  Alzheimer's  disease,  and  Amyotrophic  Lateral 
Sclerosis;  on  abnormalities  in  gastrointestinal  absorption 
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and  hereditary  sensory  neuropathy;  and  in  children,  on  the 
treatment  and  control  of  seizures  with  high  fat  diets. 

From  the  Collaborative  Perinatal  data,  attempts  are 
being  made  to  determine  the  relationship  between  preconceptual 
and  perinatal  factors  such  as  maternal  height  and  weight, 
diabetes,  hypertension,  anemia,  and  the  outcome  of  pregnancy 
(height,  weight,  and  chest  circumference  of  the  infant,  and 
the  incidence  of  cerebral  palsy,  congenital  malformations, 
mental  retardation,  minimal  brain  dysfunction  or  seizures). 

In  collaboration  with  the  World  Health  Organization, 
epidemiological  studies  in  less  developed  countries  are 
looking  at  nutritional  factors  in  relation  to  nervous 
system  disorders. 


NATIONAL  INSTITUTE  OF  ALLERGY  AND  INFECTIOUS  DISEASES 

The  nutrition  priorities  of  the  NIAID  include  the 
following  studies:  definition  of  the  relationship  of  food 
allergies  and  immune  response  to  ingested  antigens,  and 
research  on  orally  induced  immunologic  response  to  proteins; 
determination  of  the  modulating  effect  of  specific  nutrients 
(e.g.,  vitamins,  trace  minerals,  amino  acids,  and  fatty  acids) 
on  basic  immune  functions;  study  of  the  modulating  effect 
of  malnutrition  on  resistance  to  tropical  infections  (especially 
infectious  diarrheas),  the  role  of  breast  milk  in  defense 
against  enteric  infections,  and  the  effect  of  infections 
on  nutritional  status;  and  research  on  the  role  of  minerals, 
especially  iron,  on  the  metabolism  and  virulence  of  fungi 
and  bacteria. 

An  additional  priority — study  on  the  interaction  between 
nutrition  and  infection  in  American  hospitals — is  part  of 
the  NIAID' s  overall  research  program  on  hospital-associated 
infections.     Included  in  this  priority  area  are  epidemiological 
studies  of  nosocomial  infections  and  malnutrition  in  different 
clinical  stiuations;  research  on  the  effect  of  hypercatabolic 
illness  on  immune  function  and  resistance  to  infections; 
and  studies  on  the  effect  of  enteral  and  parenteral  nutrition 
support  on  immune  function  and  hospital  infections. 


NATIONAL  INSTITUTE  OF  GENERAL  MEDICAL  SCIENCES 

The  priority  for  NIGMS  is  concerned  with  research  on 
the  role  of  nutrition  in  the  treatment  of  patients  with 
trauma  and  burns.     The  NIGMS  supports  studies  directed  to 
the  discovery  of  better  ways  to  prevent  death  from  injury, 
to  mitigate  pain,  to  speed  recovery  of  patients,  and  to 
lessen  the  extent  of  disabilities  caused  by  injuries.  In 
the  study  of  total  body  response  to  trauma  and  burns, 
research  is  concerned  with  the  biochemical  and  physiological 
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changes  induced  by  trauma  and  with  the  fundamental  aspects 
of  wound  healing  and  biological  repair.     Emphasis  is  also 
given  to  research  on  the  treatment  of  post-traumatic  infec- 
tions, the  nutritional  requirements  of  patients  with  burns, 
and  the  rehabilitation  of  injured  patients. 


NATIONAL  INSTITUTE  OP  CHILD  HEALTH  AND  HUMAN  DEVELOPMENT 

The  NICHD  has  the  following  nutrition  research  priorities: 
studies  on  the  relationship  of  nutrition  to  reproduction; 
research  on  maternal  and  fetal  nutrition;  investigations  con- 
cerning infant  nutrition;  the  implementation  of  a  new  programs 
on  behavioral  and  cultural  aspects  of  nutrition;  studies  on 
the  nutritional  antecedents  of  adult  disease;  and  basic 
research  on  the  nutritional  aspects  of  developmental  gastro- 
enterology. 

With  regard  to  nutrition  and  reproduction,  it  is  known 
that  nutritional  factors  affect  reproductive  functions,  but 
the  interrelationships  are  poorly  understood.     The  major 
current  focus  is  on  the  analysis  of  the  effects  of  vitamins 
on  reproductive  functioning  and  morphology.  Additional 
research  in  this  area  includes  studies  on  the  consequences 
of  malnutrition  on  reproduction,  lactational  amenorrhea, 
the  relationship  between  oral  contraceptive  use  and  vitamin 
metabolism,  and  the  role  of  nutrition  in  population  dynamics. 

The  NICHD  supports  a  large  research  program  on  maternal- 
fetal  nutrition,  in  which  the  goal  is  to  achieve  better 
understanding  of  the  complex  relationship  that  exists 
between  the  mother  and  her  fetus  and  the  means  by  which 
nutrients  pass  from  one  to  the  other.     Research  focuses  on 
the  prediction  of  fetal  status  through  the  examination  of 
various  factors  in  the  mother's  blood;  on  the  elucidation 
of  the  mechanisms  of  placental  transfer  of  essential  nutri- 
ents; and  on  the  effects  of  excessive  or  deficient  amounts 
of  certain  nutrients  on  the  development  of  the  fetus.  In 
addition,  emphasis  is  placed  on  elucidating  predictors  of 
intrauterine  growth  retardation,  assessment  of  the  mental 
development  of  infants  in  this  condition,  and  exploring 
appropriate  nutritional  intervention  to  potentiate  their 
mental  and  physical  development. 

Two  research  topics  in  the  area  of  infant  nutrition  are 
of  particular  concern.     The  first  deals  with  abnormal 
metabolism,  including  investigations  of  the  biochemistry 
and  genetics  of  a  variety  of  inborn  errors  of  metabolism 
that  may  be  amenable  to  intervention  by  dietary  means,  thus 
preventing  or  ameliorating  mental  retardation.     The  second 
research  topic  in  this  area  is  determining  daily  nutritional 
requirements  and  tolerances  of  infants  who  are  premature 
or  small  for  gestational  age.     This  work  focuses  on  metabolic 
processes  in  neonatal  adaptation,  on  the  role  of  essential 
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nutrients  in  optimizing  early  development/  and  on  the  effects 
of  breast  milk  in  conveying  passive  immunity  to  the  young 
infant.    Methods  of  collecting,  storing,  processing,  and 
distributing  human  milk  and  colostrum  through  a  Human  Milk 
Bank  Research  Distribution  Center  are  being  investigated. 
Other  studies  comprise  research  on  parenteral  nutrition  of 
newborn  infants  of  low  birth  weight  to  enhance  nitrogen 
balance,  weight  gain,  and  various  aspects  of  infant  brain 
growth  and  development. 

A  new  program  in  clinical  nutrition  and  early  develop- 
ment is  designed  to  stimulate  research  on  how  behavioral, 
cultural,  and  social  factors  affect  diet  and  nutrition. 
Research  will  focus  on  nutritional  individuality  generated 
by  the  interactions  between  genetic  inheritance  and  the 
nutritional  environment.     Research  will  also  be  pursued  on 
the  psychosocial  origins  of  food  taboos  and  other  kinds  of 
food  dislikes  and  avoidances.     Results  of  this  program  are 
expected  to  give  clinicians  a  better  understanding  of  nutri- 
tional habits  and  needs,  and  to  provide  a  scientific  base 
for  developing  successful  programs  of  dietary  modifications. 

In  the  priority  area  on  the  nutritional  antecedents  of 
adult  disease,  research  focuses  on  factors  in  the  development 
of  obesity  in  infancy,  childhood,  adolescence,  and  early 
adulthood.     Some  of  the  work  examines  the  effect  of  early 
nutrition  on  the  metabolism,  cellularity,  and  development 
of  adipose  tissue  in  both  normal  and  obese  children.  Epi- 
demiologic research  is  continuing  on  the  normal  pattern  of 
fat  deposition  and  on  the  determination  of  concomitants 
and  predictors  of  obesity.     In  related  research,  attempts 
are  being  made  to  describe  as  precisely  as  possible  the 
natural  history  of  obesity  and  to  determine  the  ultimate 
influence  in  adulthood  of  dietary  intake  and  food  consumption 
patterns  established  in  infancy  and  childhood.     A  new 
interdisciplinary  program  will  involve  the  search  within 
the  central  nervous  system  for  mechanisms  that  control 
taste  preferences,  eating  and  drinking  behavior,  gastro- 
intestinal function,  fat  storage,  and  body  composition. 

Studies  on  the  nutritional  aspects  of  developmental 
gastroenterology  emphasize  basic  research  on  cellular 
differentiation  in  relation  to  the  functional  development 
of  the  intestine.     Research  is  conducted  on  the  important 
problem  of  enhancing  fetal  nutrition  by  administration  of 
nutrients  via  the  fetal  gastrointestinal  tract.  Other 
significant  projects  include:     studies  on  properties  of 
human  milk  to  determine  antimicrobial  components  that  act 
to  prevent  neonatal  infections,  hepatobiliary  function  of 
the  premature  infant,  trace  element  absorption  and  specific 
ion-binding  ligands,  digestion  and  absorption  of  specific 
oligopeptides,  and  possible  behavioral  determinants  of 
gastrointestinal  development. 
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NATIONAL  EYE  INSTITUTE 

The  NEI's  priorities  in  nutrition  are  in  the  treatment 
of  ocular  diseases  and  disorders  with  vitamins.  Studies 
include  research  on  the  basic  mechanism  of  action  of  vitamin 
A  in  vision;  on  the  protective  role  of  vitamin  E  against 
induced  retinopathies,  particularly  retrolental  fibroplasia; 
on  the  effects  of  nutrients  other  than  vitamin  A  on  normal 
and  pathological  visual  processes;  and  on  gyrate  atrophy, 
an  inborn  error  of  metabolism  identified  as  a  deficiency 
of  ornithine  aminotransferase. 

It  is  well  known  that,  in  the  retina,  vitamin  A  acts 
as  a  cofactor  with  the  protein  opsin  to  form  the  visual 
protein  "rhodopsin. "    A  normal  level  of  vitamin  A  supplied 
in  the  diet  is  thus  essential  to  the  visual  cycle.  Loss 
of  night  vision,  and  subsequently  dramatic  losses  in  visual 
function,  occur  with  vitamin  A  deprivation.     The  NEI  will 
continue  to  support  research  in  this  important  area. 

An  additional  priority  involves  the  study  of  how  vita- 
mins (other  than  vitamin  A)  and  minerals  help  to  maintain 
normal  vision.    Vitamin  C,  for  example,  appears  to  have  an 
effect  on  wound  healing  of  the  cornea.     It  also  appears 
that  a  decreased  vitamin  C  content  is  associated  with 
glaucoma,  and  vitamin  E  appears  to  be  important  in  the  neural 
retina;  it  is  sequestered  in  relatively  high  amounts  in 
the  photo-receptor  organelles  of  the  retina.    Studies  are 
conducted  to  determine  if  vitamin  B12  is  involved  in 
retinal  .degeneration.     Additional  research  is  underway  to. 
define  the  role  of  calcium  in  governing  the  light-induced 
neural  responses  of  the  retina.     The  recent  discovery  that 
there  is  a  deficit  in  the  uptake  of  taurine  in  the  platelets 
of  individuals  with  retinitis  pigmentosa  is  additional 
evidence  that  there  may  be  biochemical  defects  associated 
with  a  number  of  other  degenerative  eye  disorders.  Thus 
NEI  research  studies  several  nutrients  that  may  affect 
normal  eyesight  through  their  differential  effects  on 
ocular  tissues. 


NATIONAL  INSTITUTE  OF  ENVIRONMENTAL  HEALTH  SCIENCES 

NIEHS  programs  support  research  in  nutrition  that  is 
focused  on  the  interactions  between  environmental  contaminants 
and  the  nutritional  or  dietary  constituents  of  biological 
systems.    Thus,  for  example,  toxic  agents  are  studied  in 
fed  or  fasted  animals  to  learn  the  pharmacokinetic  and 
toxic  effects  of  dietary  balance  or  specific  dietary  elements 
as  they  interact  with  the  pollutant. 

The  changing  nature  of  the  types  and  levels  of  environ- 
mental pollutants  resulting  from  alteration  in  the  country's 
energy  usage  will  necessitate  an  increased  emphasis  on 


613 


synergistic  and  additive  effects  of  such  pollutants  on 
health  and  nutritional  status.     Studies  will  center  upon 
physiological  systems  involving  digestion  and  the  endocrine 
system.     The  NIEHS  will  continue  to  support  six  Marine  and 
Freshwater  Biomedical  Centers.    The  Centers  focus  multi- 
disciplinary  research  on  marine  and  freshwater  organisms 
as  model  systems  for  elucidating  mechanisms  of  toxicity  of 
environmental  agents. 

A  number  of  projects  investigate  the  effects  of  the 
intake  of  heavy  metals  on  the  metabolism  and  balance  of 
essential  elements.     Conversely,  supplementation  of 
essential  elements  and  the  subsequent  amount  in  the  body 
may  protect  against  the  toxic  effects  of  heavy  metals; 
zinc,  for  example,  has  been  shown  to  protect  against  toxic 
effects  of  heavy  metals  on  the  liver.     Studies  are  also 
being  done  to  define  the  biologic  functions,  accumulation, 
and  transmittal  of  selenium,  an  essential  but  toxic  nutrient. 

Other  studies  are  supported  to  determine  toxic  changes 
generated  in  the  enterohepatic,  biliary  and  renal  systems 
by  environmental  contaminants,  the  decreased  absorption 
and  enhanced  excretion  to  prevent  this  kind  of  biological 
insult  is  being  explored. 

A  second  major  segment  of  the  NIEHS  nutrition  activity 
is  comprised  of  research  in  food  toxicology.     Some  grantees 
are  learning  more  about  the  toxic  effects  and  biologic 
mechanisms  of  natural  toxicants  such  as  alkaloids  in  food 
plants.    Others  are  looking  at  mycotoxins  and  furans, 
contaminants  generated  under  suboptimal  food  storage  conditions. 
Food  processing  hazards  such  as  nitrates  and  other  additives 
are  studied  to  explore  their  toxic  properties  and  mechanisms 
to  learn  how  they  are  altered  in  the  foodstuffs,  and  how 
they  are  transformed  by  biological  systems.     Other  studies 
are  supported  to  determine  the  hazards  that  may  be  associated 
with  food  processing;  for  example,  determining  if  toxic  or 
carcinogenic  breakdown  products  are  associated  with  food 
preparation  by  frying  or  grilling. 

Additional  research  measures  the  uptake,  accumulation, 
and  metabolism  of  toxicants  in  food  crops  and  plants.  Thus, 
the  biological  fate  of  airborne  lead  in  food  plants  and 
the  food  chain  is  studied.     Continuing  support  is  devoted 
to  learning  how  pesticides  and  their  degradation  products  are 
transmitted  through  the  food  chain  to  the  human  population. 


NATIONAL  INSTITUTE  ON  AGING 

The  NIA  has  the  following  research  priorities  in  nutri- 
tion for  FY  1982:  studies  in  nutrition  and  epidemiology; 
research  on  the  effects  of  psychological,  social,  and 
sensory  factors  on  dietary  intake  and  health;  studies  on 
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the  effects  of  dietary  modification  on  physiologic  response, 
disease,  and  aging  processes;  determinations  of  the  influence 
of  nutrition  and  nutrient  utilization  on  health  maintenance 
and  on  disease  prevention  and  treatment;  research  regarding 
the  effects  of  nutrition  on  cellular  structure  and  function; 
and  the  development  of  training  and  biological  materials 
as  resources  for  program  development. 

Epidemiological  research  in  nutrition  is  a  relatively 
recent  program  area  for  the  NIA.    Studies  are  being  developed 
for  the  acquisition  and  evaluation  of  baseline  data  on  the 
aged  population,  dietary  patterns,  and  morbidity  and  mortality 
patterns.     Follow-up  studies  will  be  conducted  on  individuals 
previously  examined  in  the  Health  and  Nutrition  Examination 
Survey  in  conjunction  with  the  National  Center  for  Health 
Statistics. 

Morbidity  and  mortality  outcomes  associated  with  the 
documented  nutritional  status  of  these  individuals  will  be 
studied.    Related  ongoing  studies  in  several  reference 
populations  in  which  selected  demographic  health  and  psycho- 
social characteristics  have  been  established  will  provide 
comparative  cross-sectional  data  for  evaluation  of  the 
HANES  study  and  provide  the  baseline  for  integrated  studies 
of  medical,  socioeconomic,  and  behavioral  aspects  of 
health.     Collaborative  studies  among  nutritionists,  social 
scientists,  and  neuroscientists  will  provide  the  basis  for 
studies  on  the  influence  or  effects  of  neurological  factors, 
environment,  and  sensory  deficits  or  dietary  habits. 

In  the  NlA's  second  priority  area,  research  is  being 
expanded  on  the  effects  of  psychological,  social,  and 
sensory  factors  on  dietary  intake  and  health.    Emphasis  is 
given  to  studies  on  the  influence  of  socioeconomic  and 
psychological  factors  on  the  diet  and  appetite  of  the  elderly. 
An  area  of  particular  interest  is  the  decline  in  the  senses 
of  smell  and  taste  with  age  and  their  implications  for 
dietary  preferences  and  habits  in  the  elderly. 

Research  is  also  being  expanded  on  the  effects  of  dietary 
modification  on  physiologic  response,  disease,  and  aging 
processes.     Studies  are  conducted  on  the  relationship  of 
nutrition  and  aging  to  loss  of  organ  function  and  to  acute 
and  chronic  diseases  prevalent  in  the  aged.     Also  included 
are  studies  on  dietary  and  environmental  influences  causing 
interruption  in  the  cyclic  regularity  of  rectal  and  sphincteric 
function  and  the  effects  of  age  on  the  digestive  function 
of  the  liver  and  pancreas. 

Clinical  nutrition  research  is  emphasized  in  studies 
on  the  influence  of  nutrition  and  nutrient  utilization  on 
health  maintenance  and  on  the  prevention  and  treatment  of 
disease.     This  area  includes  studies  on  the  changes  in 
efficacy  of  dietary  utilization;  on  relationships  between 
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endocrine  function,   immune  responses,  and  metabolic  processes; 
and  on  the  interactions  among  nutrition,  drugs,  and  preventive 
and  surgical  procedures.     An  additional  priority  is  concerned 
with  research  on  the  effects  of  nutrition  on  cellular  struc- 
ture and  function.     Studies  are  supported  on  both  in  vivo 
and  in  vitro  cellular  and  animal  models. 

The  development  of  training  and  biological  materials 
as  resources  in  the  research  program  is  another  NIA  priority. 
The  research  training  effort  will  be  aimed  at  substantive 
and  administrative  means  to  improve  research  training, 
integrate  predoctoral  and  postdoctoral  training  with  program 
objectives,  and  develop  means  of  attracting  M.D.'s  to  research 
training  in  clinical  investigations,  including  nutrition. 

Manpower  and  animal  resources  are  an  important  part  of 
an  expanded  research  program  on  nutrition  and  aging.  With 
regard  to  manpower,  the  NIA  has  proposed  a  plan  for  nutrition 
research  in  aging  based  on  three  alternate  levels  of  support; 
the  plan  includes  training  for  clinical  research  on  nutrition 
in  the  elderly  as  well  as  basic  scientific  training.     In  the 
development  of  animal  resources,  the  NIA,   in  cooperation  with 
the  Division  of  Research  Resources,  will  continue  planning 
for  development  of  a  resource  of  aged  nonhuman  primates. 


DIVISION  OF  RESEARCH  RESOURCES 

In  FY  1982,  the  DRR  will  continue  to  emphasize  the  main- 
tenance of  metabolic  dietary  capabilities  in  its  General 
Clinical  Research  Centers  Program.     New  data  management 
capabilities  in  the  form  of  computer  systems  specifically 
designed  for  clinical  research  will  be  placed  in  additional 
centers.     These  systems  are  especially  well  suited  to 
management  of  longitudinal  studi.es.     The  resulting  increase 
in  outpatient  research  capability  will  provide  additional 
opportunity  to  study  dietary  patterns  in  ambulatory  patients. 
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FOOD  AND   DRUG  ADMINISTRATION 
NUTRITION 


Human  nutrition  research   is  conducted  by  the  Food  and  Drug 
Administration  (FDA)   to  provide   information  for  safeguarding 
the  nutritional  quality  of  the  nation's    food  supply  and  foster- 
ing the   application  of  modern  nutrition  principles   to  the 
nutritional  management   of  disease  and   injury.      Coincident  with 
these   objectives   are   other  goals  which   include  improving 
consumer  understanding  of   food  values   and  enhancing  consumer 
perceptions   of   the    importance   of  nutritional  health.      FDA  has 
avilable   numerous   regulatory  stimuli   to   implement   these  objec- 
tives but   needs  '  appl ied  human  nutrition  research  to  support  its 
regulations-based  decisions. 

The   research  conducted  by  the  agency  can  be  divided 
into  seven  areas:      1)   nutrient   efficacy  and  safety,  2) 
nutrient    interrelationships   as  concerned  with  disease 
prevention,    3)   nutrient  bioavailability   for   food  fortifi- 
cation purposes,    4)   nutrient    quality   assessment  of 
processed    foods,    5)   medical    food   assessment,    6)  food 
composition   and   nutrient    analysis   as    related   to  FDA 
mission,    and   7)   consumer   studies   of   perceptions    about  food 
values   and   nutritional   quality   and   educational  models  to 
help  correct  misconcept ions   about  them. 

Research  on  nutritional   efficacy  and  nutrient  safety 
is   conducted  to  determine   ranges    in   levels   of  nutrients 
and  nutritional   adjuncts  which   are   necessary  to  meet 
human  needs    imposed  by  a  variety  of  conditions  experienced 
in  the   environment.      Assurances   that   such  levels  will  not 
result    in  evidence   of  chronic   toxicities    in  humans   are  a 
vital   adjunct   to  this   area  of  research.      These  studies 
include  defining  the    inpact   of  both   insufficiencies  and 
excesses   of   such   trace   elements   as   zinc   and   iron  on  the 
health   and   behavior   of  man,   the   impact   of  high  levels  of 
such  vitamins    as   A,    E,    and  D,    and   ascorbic   acid   on  the 
occurrence   of  degenerative  diseases,   and  the    impact  of 
high   levels  of   fiber,    free   amino  acids   and  digestible 
carbohydrates   on  the   absorption  and  metabolism  of  other 
nutrients   as  well   as  on  the   effectiveness  of  medically 
important   drugs.      The   impact   of   such  heavy  metals  as 
cadmium  and   lead  on  essential  mineral   element  requirements 
is   another   important    facet   of  the  research   in  this 
general  area  of  nutrient   requirements   and  safety  evaluation. 
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The  research  associated  with  nutrient  interrelation- 
ships as  concerned  with  disease  prevention  includes  such 
areas  as  the  impact  of  high  phosphorus  levels  in  the  food 
supply  and  the  occurrence  of  osteoporosis  from  calcium 
loss,  the  impact  of  high  levels  of  zinc  on  copper  metabo- 
lism, and  the  impact  of  high  levels  of  protein  on  calcium 
met  abol ism. 

Research   in  the   area  of  bioavailability  of  nutrients 
and  nutrient   quality  assessment    is  designed  to  provide 
information  for  setting  standards   of  quality   for  foods 
regulated  by  FDA.      Such   studies    include  development  of 
methodology   for  assessing  bioavailability  and  nutrient 
quality,   establishment   of  specifications    for  nutrients 
used   for   fortification,   and  establishment   of  nutritional 
quality  specifications    for   fabricated   foods    intended  to 
substitute   for  conventional  foods. 

Research  on  medical   foods   assessment    involves  both 
the  effectiveness  with  which   such   foods   aid   in  the 
dietary  management   of  disease  conditions   as  well  as  the 
establishment   of   specifications    for   these   foods.  Examples 
of  such   foods    include   formulas    for   the  management  of 
inborn  errors   of  metabolism,   chemically  defined  diets  for 
patients  with' malabsorpt ive   disorders,    and    low  protein 
diets   for  patients  with  renal  failure. 

Research   in  the  area  of   food  composition  and  nutrient 
analysis   provides   the  agency  with   information  necessary 
for  evaluating  nutrition   information  in   labeling,  assess- 
ing changes    in  the  nutrient   quality  of   the   food  supply, 
establishing  fortification  policy  and,    in  general, 
enforcing  compliance  with   the  Food,   Drug,   and  Cosmetic 
Act    and   its    implementing  regulations.      This   area  includes 
methods   development,    surveillance   and   compliance  analyses, 
and  assessment   of  data   from  these  analyses    for  their 
impact   on  the   nutritional  health   of   the  U.S.  population. 

The   research  conducted   in  the  areas  of  consumer  studies 
includes   consumer  knowledge   assessment,   measurement  of 
consumers'    perceived   needs    for    information,   and  development 
of  model   education  and   information  systems. 

Under  provisions   of   the  Food,   Drug,   and   Cosmetic   Act  and 
the  Public  Health  Service  Act,   the  FDA  has  a 
mandate   to   assure   that    foods   offered   to  consumers    in  the 
marketplace   are   safe  and  wholesome   and  are   labeled  so  as  to 
provide    information  about    product   quality  without  misleading 
the  consumer.      In  addition,    the  Agency  has    special  authority 
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in  the  area  of   foods    for  special   dietary  purposes  including 
those   foods  commonly  referred  to  as   "medical"   foods   or  foods 
represented   for  use   solely  under  medical  supervision  to  meet 
nutritional   requirements   in  specific  medical   conditions.  All 
research  conducted  by  FDA  is  designed  to  support  these 
mandates.     The  Agency  has   used   information  derived   from  its 
human  nutrition  research   studies   to  establish  regulations 
specifying  food  quality,   safety,   and  appropriate  label 
inf ormat ion . 
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CENTERS  FOR  DISEASE  CONTROL 


NUTRI TION 

INTRODUCTION 

The  Centers  for  Disease  Control  (CDC)  conduct  both 
domestic  and  international  nutrition  activities.     The  CDC  is 
responsible  for  coordinating  nutritional  status  surveillance 
activities  within  the  United  States  and  for  providing 
technical  and  consultative  services  to  the  states  to  assist 
in  the  development  and  management  of  the  system.  Assessment 
guidelines,  uniform  procedures,  evaluative  criteria  and 
other  information  are  also  developed  and  distributed. 

Laboratory  nutrition  activities  carried  out  by  the  CDC 
include  support  for  the  National  Health  and  Nutrition 
Examination  Survey  (NHANES) ,  evaluating  diagnostic 
techniques  and  conducting  a  program  to  improve  technology. 

Assessment  surveys  of  nutritional  status  in  less 
developed  countries  are  carried  out  in  collaboration  with 
USAID  and  international  agencies,  and  mechanisms  to  monitor 
nutritional  status  in  these  countries  are  developed  and 
evaluated. 

The  CDC  also  examines  health  correlates  of  nutritional 
status  and  determines  whether  specific  nutrition 
intervention  techniques  can  reduce  morbidity  and  mortality 
from  preventable  disease  in  specific  high-risk  groups. 

BACKGROUND  AND  HISTORY 

Nutrition  activities  have  evolved  relatively  recently  at 
the  CDC.     In  1971  the  Nutrition  Program  was  transferred  to 
the  CDC  from  the  Regional  Medical  Programs  Service, 
Washington,  D.C.  with  primary  responsibility  for  the 
completion  of  the  Ten-State  Nutrition  Survey  report  which 
was  published  in  June  1972. 

The  Ten-'State  Nutrition  Survey  underscored  inherent 
problems  in  large  scale  nutritional  assessments:  expense, 
time  required  for  data  analysis,  standardization  of 
measurements,  etc.     In  cooperation  with  an  ad  hoc  Committee 
of  the  National  Academy  of  Sciences,  a  simplified 
methodology  for  the  determination  of  nutritional  status  was 
developed.     This  has  also  formed  the  basis  for  a  series  of 
surveys  which  have  been  conducted  to  determine  nutritional 
status  in  developing  countries. 

A  shift  in  Departmental  priorities,  together  with  severe 
budget  cuts,  resulted  in  the  abolishment  of  the  Nutrition 
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Program  in  June  1973.    A  small  staff  at  the  CDC  was  retained 
and  this  group  developed  a  strategy  for  applying  traditional 
disease  surveillance  methods  to  major  nutritional  problems. 
In  July  1973,  work  began  with  five  states  to  develop  a 
surveillance  mechanism  with  three  major  components:   (1)  a 
data  collection  system  (2)  a  mechanism  for  analyzing  the 
data,  and  (3)  a  system  for  returning  the  results  to  the 
originating  provider  of  health  care  in  a  format  for 
immediate  use  at  that  level.     Efforts  to  expand  the 
surveillance  system  to  other  states  and  to  a  wider  spectrum 
of  service  delivery  programs  have  met  with  success. 
Strategies  are  also  being  developed  for  surveillance  of 
nutritional  status  of  prenatal  populations  and  other 
high-risk  groups. 

Simplified  nutritional  assessment  surveys  have  been 
conducted  in  selected  developing  countries.     These  began  in 
1974  and  have  been  carried  out  in  Nepal,  Sri  Lanka,  Togo, 
Egypt,  Haiti,  and  I emen  {{ AR) .     These  surveys  delineate  by 
relatively  simple,  inexpensive,  and  objective  measures,  the 
geographic  distribution  and  prevalence  of  protein  energy 
malnutrition  and  anemia  in  these  countries  and  provide 
necessary  baseline  data  for  decision  making  and  health 
resource  allocation. 

CURRENT  STATUS 

CDC  Coordinated  Nutritional  Status  Surveillance  System 

The  CDC's  current  role  in  nutrition  surveillance  is 
working  with  2  8  states  to  develop  an  efficient, 
effective,  and  relatively  inexpensive  nutritional  status 
surveillance  system  throughout  the  United  States.  This 
is  done  primarily  by:   (1)  providing  the  necessary 
technical  expertise  and  computer  software  to  enable 
states  to  analyze  their  own  data,  or  accepting  their 
data  for  analysis  at  the  CDC;    (2)   furnishing  assistance 
in  developing  quality  control  procedures;  and  (3) 
providing . consultation  in  maximizing  the  managerial 
aspects  of  nutrition  services. 

Readily  available  data  on  children  0-18  years  are 
utilized  in  the  system  including  data  from  the  WIC 
Program  and  other  health  service  delivery  programs 
(e.g.,  MCH,  EPSDT,  Headstart) .     While  this  population  is 
not  "representative"  of  the  U.S.  population,  it 
encompasses  the  population  served  in  remedial  programs 
in  the  participating  states.     These  data  consist 
primarily  of  height,  weight,  and  hemoglobin  and/or 
hematocrit  measurements.     Comparisons  are  made  with 
reference  population  data  in  order  to  characterize  the 
nutritional  status  of  the  population  from  which  the  data 
are  routinely  gathered. 
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Fundamental  to  the  development  of  the  system  is  the 
ability  to  obtain  high  quality  data  at  the  clinic  level 
for  analysis.     In  this  respect,  the  CDC  is  assisting 
state  health  departments  to  improve  the  accuracy  and 
precision  of  clinic  staff's  determinations  of  height  and 
weight,  and  to  upgrade  the  quality  of  laboratory 
measurements  of  hemoglobin  and  hematocrit. 

Laboratory  Nutrition  Services 

In  collaboration  with  the  National  Center  for 
Health  Statistics   (NCHS) ,  which  conducts  the  ongoing 
monitoring  of  national  samples  of  the  U.S.  population 
through  the  National  Health  and  Nutrition  Examination 
Survey  (NHANES) ,  the  CDC  provides  central  laboratory 
services  to  these  surveys  and  conducts  a  continuing 
program  of  development  and  upgrading  in  the  sensitivity 
and  specificity  of  laboratory  characterization  of 
nutritional  status. 

RELATIONSHIPS  WITH  OTHER  PROGRAMS 

National  Health  and  Nutrition  Examination  Survey  (NHANES) 

The  National  Center  for  Health  Statistics  and  the 
Centers  for  Disease  Control  contain  nutritional 
assessment  and  surveillance  components  which  are 
essential  to  a  national  nutritional  status  monitoring 
system.     The  NCHS  is  a  major  source  of  information  on 
the  nutritional  status  of  the  total  U.S.  population,  and 
provides  normative  data  used  by  virtually  all  areas  of 
medical  concern.     Surveillance  activities  as  carried  out 
by  the  CDC  system  focus  on  the  continuous  measurement  of 
selected  indicators  of  specific  nutrition  problems  in 
local  areas  so  that  changes  in  prevalences  can  be 
detected  early  and  appropriate  action  taken.     The  NCHS 
NHANES  survey  and  the  CDC  surveillance  mechanism 
complement  one  another  and  each  is  critically  important 
for  developing  and  managing  programs  to  eliminate 
nutritional  problems.     In  direct  cooperation,  certain 
laboratory  tests  associated  with  NHANES  are  performed  by 
the  CDC  for  NCHS. 

EPSDT,  MCH,  WIC,  and  Other  Service  Delivery  Programs 

Among  the  problems  frequently  experienced  by 
service  delivery  programs  are  those  concerned  with  the 
follow-up,  diagnosis,  and  treatment  of  persons  who  are 
identified  with  probable  nutrition-related 
abnormalities.     These  management  problems  are  created  by 
lack  of  data  upon  which  to  base  or  form  decisions 
regarding  the  targeting  of  resources,  setting  of 
priorities  and  evaluation  of  intervention  efforts. 
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The  CDC  coordinated  surveillance  system  provides, 
on  a  continuing  and  timely  basis,  information  to  states 
on  the  prevalence  of  major  nutrition  problems  in 
selected  high-risk  pediatric  populations  using  the  data 
collected  routinely  by  the  participating  service 
delivery  programs. 

IMPACT 

Technical  assistance  and  consultation  are  being  provided 
to  enable  selected  states  and  metropolitan  health 
jurisdictions  to  participate  in  the  nutrition  surveillance 
mechanism.     Twenty-eight  states  are  now  participating, 
encompassing  about  1,900  service  delivery  clinics  furnishing 
data  from  approximately  730,000  screening  and  follow-up 
visits.     Seven  states  are  participating  in  the  development 
of  pregnancy  nutrition  surveillance.    Ongoing  programs, 
aimed  at  improving  measurement  accuracy  and  data  quality, 
have  been  initiated  and  a  training  manual  and  procedures 
developed  which  will  help  provide  assistance  in  this 
important  area  throughout  the  United  States.     The  second 
cycle  of  the  NHANES  was  completed  at  the  end  of  March  19  80, 
and  the  laboratory  work  was  completed  by  the  CDC  in  June. 
Over  60,000  chemical  analyses  were  performed  on  40,000 
specimens  in  support  of  the  NHANES  IX  survey,  and  multiple 
analyses  carried  out  to  more  clearly  define  the  role  of 
trace  elements  in  nutrition. 

MAJOR  PROGRAM  ACCOMPLISHMENTS  IN  FY  -19  80 ■  and  EY  -19  81  (TO 
DATE) 

Technical  Assistance  and  Consultation  Provided  to  States 

Technical  assistance  and  consultation  was  provided 
to  32  states  in  response  to  the  Congressional  mandate  to 
establish  a  Comprehensive  Nutritional  Status  Monitoring 
System  throughout  the  united  States.     Special  emphasis 
was  placed  on  helping  these  states  develop,  implement, 
and  manage  the  surveillance  mechanism  as  an  integral 
aspect  of  service  delivery  programs.     Technology  to 
enable  them  to  process  their  own  data  was  furnished  and 
monthly,  quarterly,  and  annual  reports  provided. 

Expansion  of  the  CDC  Coordinated  Nutritional  Status 
Surveillance  System 

Three  additional  states  (Georgia,  Maine,  and  Rhode 
Island)  began  submitting  data  in  EY   19  80.     Funds  will  be 
available  in  K   19  81  through  the  cooperative  agreement 
mechanism  to  assist  additional  states  to  initiate 
nutrition  surveillance  in  multiple  service  delivery 
programs . 
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Pregnancy  Nutrition  Surveillance  System 

Pregnancy  nutrition  surveillance,  designed  to 
monitor  the  prevalence  of  common  nutrition-related 
problems  in  high-risk  prenatal  populations,  is  currently 
underway  in  7  states.    Computer  programs  and  subroutines 
have  been  designed,  tabular  reporting  formats  developed, 
data  from  the  states  received,  analyzed,  and  reports 
provided  on  a  quarterly  basis. 

Laboratory  Services  and  Technology  Development 

In  addition  to  over  60,000  laboratory  analyses 
performed  in  support  of  NHANES  II,  the  CDC  laboratory 
made  preparations  for  a  projected  Hispanic-study  in  a 
follow-"up  of  the  NHANES  II  examination  applied  to  a 
larger  sample  of  this  population.     Development  of  more 
specific  and  reliable  methods  for  Vitamins  A  and  E  were 
completed  for  use  in  the  follow-"up  study,  and  a  method 
for  serum  iron  employing  micro  samples  (400  microliters) 
was  instituted  for  routine  use  in  population  studies  to 
improve  the  number  of  usable  results  among  small 
children.    The  installation  of  a  large  multielement 
analyzer  employing  inductively  coupled  argon  plasma 
excitation  was  completed  and  the  hair  samples  collected 
in  a  NHANES  pilot  subsample  will  be  analyzed  with  this 
equipment.     Work  was  begun  on  preparing  highly  purified 
specific  protein  material  in  preparation  for  the 
development  of  sensitive  and  specific  tests  for 
retinol-binding  protein  and  thyroxin-t>inding  prealbumin. 

Nutritional  Status  Surveys  in  Developing  Countries 

Simplified  field  assessment  surveys  of  nutritional 
status  were  completed  in  Egypt  and  i emen  C£AR)  under  a 
Resources  Support  Services  Agreement  (RSSA)  with  AID. 
These  surveys  delineate,  by  relatively  simple, 
inexpensive,  and  objective  measures,  the  geographic 
distribution  and  prevalence  of  protein  energy 
malnutrition  and  anemia  in  these  countries.     The  surveys 
provide  the  necessary  baseline  data  for  decision-making 
and  health  resource  allocation,  and  for  evaluating 
resultant  nutrition  action  programs.     Intensive  training 
of  indigenous  paraprof essional  workers  as  assessors  is  a 
distinctive  feature  of  these  assessments. 

Nutritional  Status  of  Southeast  Asian  Refugee  Children 

A  study  to  determine  the  nutritional  status  of 
Southeast  Asian  refugee  children  who  entered  the  United 
States  since  July  1,  1979  was  conducted  by  Nutrition 
Division  Staff.     Four  clinics  serving  refugee 
populations  were  visited  in  Washington  and  California  in 
May  19  80,  and  available  health  information  was  collected 
and  analyzed.     Data  on   850  Southeast  Asian  refugee 
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children  were  obtained  in  this  manner.     It  was  found 
that  both  anemia  and  stunting  were  significant  problems; 
wasting  was  relatively  uncommon  except  among  children 
less  than  24  months  of  age  at  the  time  of  initial  visit. 

Nutrition  Education  Evaluation 

The  Nutrition  Handbook  is  one  of   8  handbooks  being 
developed  by  the  Center  for  Health  Promotion  and 
Education,  on  health  education  program  measurement.  Its 
purpose  is  to  provide  health  educators  and  evaluators 
who  have  little  scientific  or  statistical  training  with 
measurement  instruments,  both  existing  and  newly 
developed,  that  can  be  used  to  evaluate  nutrition 
education  programs. 

Criteria  for  the  Evaluation  of  Weight  Gain  During 
Pregnancy 

A  contract  has  been  awarded  to  the  university  of 
Michigan  to  analyze  the  data  from  the  Collaborative 
Perinatal  Study  of  the  National  Institute  of 
Neurological  and  Communicative  Disorders  and  Stroke  in 
terms  of:   (1)  risk  factors  associated  with  poor 
pregnancy  outcome  and  (2)   relative  risk  of  poor 
pregnancy  outcome  associated  with  selected  maternal 
variables  and  the  distribution  of  weights  in  women  with 
previously  defined  pregnancy  outcome  by  specified  times 
during  pregnancy.     The  final  product,  reference  data  on 
normal  physiological  weight  gain  consistent  with  optimum 
pregnancy  outcome,  will  be  submitted  to  the  CDC  for 
development  of  normative  pregnancy  weight  gain  curves  to 
be  used  for  early  and  accurate  identification  of  women 
at  risk  of  suboptimal  weight  gain. 

World  Health  Organization  Breast-Teeding  Prevalence 
Surveys 

The  Nutrition  Division  has  been  providing 
developmental  assistance  to  the  WHO  to  develop  rapid 
assessment  methodology  for  determining  breast-feeding 
prevalence  in  member  nations.     This  rapid  methodology 
will  be  used  to  collect  data  for  World  Health  Assembly 
reporting  and  to  detect  substantial  changes  in 
breast-feeding  behavior  as  a  result  of  increased 
education  intervention  activities  or  infant  formula 
marketing.     The  methodology  will  be  field  tested  in  19  81. 

Assessment  of  Nutritional  Status  in  Refugee  Situations 

The  Nutrition  Division  has  the  responsibility  for 
providing  technical  assistance  to  CDC  epidemiologists 
assigned  to  refugee  activities  in  Thailand,  Pakistan, 
^nd  Somalia. 
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To  date,  the  Nutrition  Division  has  provided 
technical  training  to  13  epidemiologists  and  public 
health  advisors  and  has  provided  more  than  40  measuring 
boards  and  Salter  scales  to  the  relief  efforts.  The 
nutrition  data  collected  by  these  epidemiologists  have 
provided  the  impetus  for  improved  food  distribution  and 
monitoring  systems. 

Manual;     Basic  Assessment  of  Nutrition  Status  in 
Potential  Crisis  Situations 

A  primer  of  nutritional  epidemiology  has  been 
prepared  as  a  field  guide  for  relief  workers.  This 
guide,  now  in  its  second  printing,  provides  basic 
instruction  in  the  conduct  of  field  surveys  and  in  the 
interpretation  of  nutrition  data.     The  manual  has  been 
distributed  to  the  World  Health  Organization, 
Pan-American  Health  Organization,  and  several 
international  relief  agencies. 

Manual:     Nutrition  Survey  Manual  for  Developing  Countries 

A  250  page  technical  book,  Nutrition  Survey  Manual, 
has  been  prepared  by  the  Nutrition  Division  to  provide 
developing  countries  with  a  compendium  of  information 
essential  to  the  conduct  of  their  own  national  nutrition 
surveys,  using  the  CDC  methodology.     This  manual, 
prepared  at  the  request  of  the  National  Academy  of 
Sciences,  will  be  distributed  by  the  USAID. 

Study  of  Physiological  Weight  Gain  Patterns  During 
Pregnancy 

A  contract  has  been  awarded  to  the  National  Academy 
of  Sciences  to  convene  an  "expert"  committee  to  study 
physiological  weight  gain  patterns  during  pregnancy. 
More  specifically,  the  committee  will  provide  technical 
guidance  in  the  establishment  of  authoritative  criteria 
for  the  amounts  and  permissable  limits  of  weight  gain 
which  are  optimal  at  varying  stages  of  pregnancy. 

Nutrition  Surveillance  Sentinel  Site 

A  3-Year  contract  was  awarded  to  the  Detroit  City 
Health  Department  in  19  80  to  establish  a  nutrition 
surveillance  sentinel  site  in  a  representative,  low 
income  inner  city  area,  and  to  provide  high  quality 
information  continuously  on  the  prevalence  of 
nutrition-related  problems  among  the  population  residing 
there.     This  sentinel  site  can  provide  an  "early 
warning"  on  the  occurrence  of  potential  nutrition 
problems,  facilitate  decisions  for  targeting  resources, 
measure  the  quality  of  services  provided,  establish 
priorities  and  evaluate  programs. 
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HEALTH  RESOURCES  ADMINISTRATION 
Bureau  of  Health  Professions 
NUTRITION 

Six  of  the  ten  leading  causes  of  death  in  the  United 
States  have  been  linked  to  poor  nutrition.  Health 
professionals  are  deficient  in  providing  nutritional 
assessments,  patient  counseling  about  diet,   and  disease 
prevention  through  nutrition  assessment.     A  review  of 
existing  nutrition  courses  in  medical  schools  indicates 
problems  in  lack  of  agreement  about  what  content  should  be 
taught,   the  proper  emphasis  of  nutrition  in  relationship  to 
other  courses,   and  the  lack  of  nutrition  specialists  to 
serve  as  teachers.     Additional  activities  which  can  help 
make  a  fuller  impact  in  the  nutritional  area  are:  projects 
which  teach  patient  education  and  counseling  skills  to 
health  professionals,   continuing  education  programs  in 
clinical  Nutrition,   and  regional  conferences  for  information 
sharing  on  nutrition  education. 

Public  health  grants  have  supported  special  projects 
and  traineeships  for  the  new  initiatives  in  applying 
nutritional  science  to  health  care  practices.  These 
programs  will  be  continued  in  FY  1981  and  FY  1982. 

Curriculum  Development  for  improved  training  of  health 
personnel  in  nutrition  has  been  funded  at  significant  levels 
since  FY  1979. 

Allied  health  grants  and  contracts  have  supported  a 
wide  range  of  projects  for  the  training  of  personnel  in  all 
aspects  of  nutrition  as  related  to  health  programs  and  new 
initiatives  in  preventive  health  care. 
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I  3 
INTRODUCTION 


This  report  describes  the  population  research,  family  planning  and  popula- 
tion education  activities  of  the  Department  of  Health  and  Human  Services. 

Population  research  and  family  planning  activities  in  the  Department  of 
Health  and  Human  Services  include  support  of  services — making  family  planning 
information  and  services  available  and  accessible;  training — meeting  the  pro- 
fessional and  lay  manpower  needs  in  health,  social  services,  and  education; 
research — promoting  and  supporting  research  and  research  training  in  the  bio- 
medical and  broad  behavioral  aspects  of  fertility,  sterility,  population 
dynamics,  and  program  implementation;  and  public  education — increasing  opportu- 
nities for  sex  education,  public  understanding  of  human  sexuality,  population 
education  and  information  about  family  planning. 

Family  planning  services,  as  an  integral  part  of  adequate  medical  care, 
have  been  routinely  and  easily  available  to  the  majority  of  the  population.  In 
his  message  to  the  Congress,  President  Nixon  emphasized  that  "...no  American 
woman  should  be  denied  access  to  family  planning  assistance  because  of  her  eco- 
nomic condition."    Under  the  Social  Security  Amendments  of  1967  (PL  90-248), 
subsidized  family  planning  services  are  available  through  a  variety  of  sources 
to  some  of  those  who  want  but  cannot  afford  them.    The  Social  Security  Amend- 
ments of  1972  (PL  92-603)  required  that  family  planning  services  be  offered 
and  provided  promptly  upon  request  to  all  recipients  of  Aid. to  Families  with 
Dependent  Children  (AFDC)    and  of  medical  assistance  (Medicaid) .    The  Social 
Services  Amendments  of  1974  (PL  93-647)  added  a  Title  Xxi'  to  the  Social 
Security  Act  (SSA).    Under  Title  XX,  the  major  provisions  of  PL  92-603  con- 
tinue in  effect.    Under  the  Social  Services  Amendments  of  1976  (PL  94-401), 
States  may  elect  to  provide  family  planning  services  to  individuals  regardless 
of  their  income. 

The  Family  Planning  Services  and  Population  Research  Act  of  1970  (PL  91-572) 
established  Public  Health  Service  (PHS)  Act  Title  X,  the  major  direct  source  of 
Federal  support  for  family  planning  services  programs.    PHS  Act  Title  X  was 
extended  through  fiscal  year  1981  by  PL  95-613. 

Legislative  Highlights  -  FY  1968  Through  FY  1978 

1.    On  January  2,  1968,  the  Social  Security  Amendments  of  1967 
(PL  90-248),  which  included  the  Child  Health  Act  of  1967, 
•  were  enacted.    This  Act  established  categorical  project 
grants  for  family  planning  services  and  required  that  not 
less  than  six  percent  of  the  monies  appropriated  for  Ma- 
ternal and  Child  Health  under  SSA  Title  V  be  available 
for  family  planning  services.    This  same  legislation  required 
that  under  SSA  Title  IV-A,,  the  AFDC  program,  family  planning 
services  were  to  be  offered  in  all  appropriate  cases.  Ac- 
ceptance of  such  services  was  to  be  voluntary. 


1/    SSA  Title _XX  applies  to  the  50  States  and  the  District  of  Columbia. 
Family  planning  social  services  for  Guam,  Puerto  Rico,  and  the 
Virgin  Islands  are  available  under  SSA  Titles  I,  IV,  X,  XIV,  and 
XVI. 
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2.  On  December  24,  1970,  the  Family  Planning  Services  and 
Population  Research  Act  of  1970  (PL  91-572)  was  enacted. 
This  Act  was  passed  to  assist  in  making  comprehensive 
voluntary  family  planning  services  available  to  all 
persons  desiring  such  services. 

3.  On  October  30,  1972,  the  Social  Security  Amendments  of 
1972  (PL  92-603)  was  enacted.     This  Act  made  it  manda- 
tory to  inform  all  recipients  of  AFDC  of  the  avail- 
ability of  family  planning  services  and  to  provide  or 
contract  for  services  to  all  eligible  persons  volun- 
tarily desiring  them.    The  Act  imposes  a  penalty  of 
one  percent  per  annum  on  the  Federal  share  of  AFDC 
funds  on  States  which  fail  to  provide  these  services 
to  eligible  persons  desiring  them.     In  addition,  the 
Act  increases  the  Federal  share  of  matching  for  family 
planning  services. under  Title  IV-A  —  AFDC  —  to  90 
percent  from  75  percent.     It  also  made  family  plan- 
ning services  a  required  service  for  all  Title  XIX  - 
Medicaid  -  recipients,  subject  to  a  90  percent  Fed- 
eral matching  rate. 

4.  On  June  18,  1973,  PL  93-45  extended  the  funding 
authorizations  in  PL  91-572  one  additional  year  to 
June  30,  1974. 

5.  On  January  4,  1975,  the  Social  Services  Amendments 
of  1974  (PL  93-647)  were  enacted.    This  law  es- 
tablished SSA  Title  XX  which  placed  major  respon- 
sibility upon  the  States  to  develop  their  social 
services  programs  to  be  responsive  to  the  needs  of 
the  citizens  of  each  State.    Title  XX  continues  the 
requirement  under  PL  92-603  that  family  planning 
services  be  offered  and  provided  promptly  to  those 
AFDC  recipients  requesting  such  services.  States 
may  also  elect  to  provide  family  planning  services 
on  the  basis  of  income  eligibility  status.  In 
addition,  States  must  provide  three  services  to  re- 
cipients of  Supplementary  Security  Income  (SSI) 
payments  to  the  aged,  blind,  and  disabled,  of  which 
family  planning  can  be  one  service.    The  Federal 
share  of  matching  continues  at  the  90  percent  rate. 

6.  On  September  7,  1976,  PL  94-401  amended  SSA  Title  XX, 
adding  a  provision  that  States  may  provide  family 
planning  services  to  individuals  regardless  of  their 
income . 

7.  Enacted  on  August  1,  1977,  PL  95-83  extends  PHS  Act 
Title  X  through  fiscal  year  1978. 
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8.  The  Education  Amendments,  passed  on  November  1,  1978,  established 
under  Section  III,  part  of  the  Population  Education  Act.  This 
Act  authorizes  the  Comissioner  of  Education  in  consultation 
with  the  Deputy  Assistant  Secretary  for  Population  Affairs  to 
implement  a  program  of  population  education  in  elementary  and 
secondary  schools. 

9.  On  November  8,  1978,  PL  95-613  was  enacted,  extending  PHS  Act 
Title  X  through  fiscal  year  1981. 

10.     On  November  10,  1978,  the  Health  Services  and  Centers  Amendments 
of  1978  were  enacted.     This  Act  established  under  Titles  VI,  VII 
and  VIII  within  the  Office  of  the  Assistant  Secretary  for  Health 
and  in  consultation  and  in  coordination  with  the  Deputy  Assistant 
Secretary  for  Population  Affairs,  programs  to  prevent  or  reduce 
unwanted  initial  and  repeat  pregnancies  among  adolescents.  These 
programs  will  also  enable  pregnant  adolescents  to  obtain  proper 
care  and  to  become  productive  independent  contributors  to  family 
and  community  life.     The  Act  also  provides  for  a  study  to  be 
conducted  by  an  independent  entity  on  the  problem  of  adolescent 
pregnancies. 


The  two  tables  that  follow  list  some  of  the  functions  carried  out 
by  Department  of  Health  and  Human  Services  (DHHS)  agencies. 

Table  1  summarizes  DHHS  family  planning  programs  for  delivery  of 
services  by  function,  local  delivery  agency,  and  DHHS  operating  agency 
with  funding  and  program  responsibility. 

Table  2  summarizes  other  DHHS  population  and  family  planning  programs 
(research,  training,  education,  and  evaluation)  by  function  and  DHHS  opera- 
ting agency  with  funding  and  program  responsibility. 
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Table  1 

DHHS  Programs  for  Delivery  of  Family  Planning  Services 
by  Function,  Local  Delivery  Agency,  and  DHHS  Operation  Agency 


Function 

Local  Delivery 
Agency 

DHHS  Operating  Agency  with 
Funding  and 
Program  Responsibility 

Medical  Services, 
Information, 
Counselling,  and 
Referral 

Hospitals  and 
Clinic  Services 

HSA— ^    —  Indian  Health  Services 

—  Bureau  of  Medical  Services 

—  Bureau  of  Community  Health 

Services 
HCFA?/  —  Bureau  of  Program 

Operations 
OHDS^/  —  Office  of  Program 

Coordination  and  Review 

Health  Departments 

HSA        —  Bureau  of  Community  Health 

Services 
HCFA      —  Bureau  of  Program 

Operations 
OHDS      —  Office  of  Program 

Coordination  and  Review 

Voluntary  Health 
Agencies 

HSA        —  Bureau  of  Communith  Health 

Services 
HCFA      —  Bureau  of  Program 

Operations 
OHDS      —  Office  of  Program 

Coordination  and  Review 

Private  Physicians 

HCFA      —  Bureau  of  Program 

Operations 
OHDS      —  Office  of  Program 

Coordination  and  Review 

1/    Health  Services  Administration 

2/    Health  Care  Financing  Administration 

3/     Office  of  Human  Development  Services 
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Table  1  (Cont'd) 

DHHS  Programs  for  Delivery  of  Family  Planning  Services 
by  Function,  Local  Delivery  Agency,  and  DHHS  Operating  Agency 


DHHS  Operating  Agency  with 
Funding  and 
Program  Responsibility 

Function 

Local  Delivery 
Agency 

Information 
Counselling, 
and  Referral 
Only 

Income  Maintenance 
Agencies 

Public  Social 
Service  Agencies 

Voluntary 

Social 

Agencies 

SSA-''    —  Office  of  Family 
Assistance 

OHDS      —  Office  of  Program 

Coordination  and  Review 

OHDS      —  Office  of  Program 

Coordination  and  Review 

Employee  Health 
Services 

HSA        —  Bureau  of  Medical 
Services 

1/      Social  Security  Administration 
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Table  2 

Other  DHHS  Population  and  Family  Planning 
Activities  by  Function  and  DHHS  Operating  Agency 


Function 

DHHS  Operating  Agency  with 
Funding  and 
Program  Responsibility 

Training  Programs  for 
Population  and 
Family  Planning 

1.     Short-term  Pre-Service 
and  In-Service  Training 
of: 

(a)     Physicians,  nurses, 
other  professional 
health  personnel 

HSA         —  Bureau  of  Community  Health 
Services 

CDCl/ 

(b)     Social  workers  and 

other  public  assist- 
ance personnel 

OHDS        —  Office  of  Program 

Coordination  and  Review 

SSA         —  Office  of  Family 
Assistance 

(c)  Teachers 

OE2-/ 

(d)     Subprof essional 
workers 

OHDS        —  Office  of  Program 

Coordination  and  Review 

HSA         —  Bureau  of  Community 
Health  Services 

2.     Curriculum  Development 
for  Above  Programs 

OHDS        —  Office  of  Program 

Coordination  and  Review 

Research  Training  in 
Population  and  Family 
Planning 

NIB3-/      —  National  Institute  of 
Child  Health  and 
Human  Development 

HSA         —  Bureau  of  Community 
Health  Services 

CDC 

1/ 

2/ 
1/ 


Center  for  Disease  Control 

Office  of  Education 

National  Institutes  of  Health 
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Table  2  (Cont'd) 

Other  DHHS  Population  and  Family  Planning 
Activities  by  Function  and  DHHS  Operating  Agency 


DHHS  Operating  Agency  with 
Funding  and 

Function 

PT"noTflTn     D  Ann flf)  C  1  h  1  1  "1  t"\7 

Education  Programs 

1.    Professional  Schools 

(a)    Physicians,  nurses, 
and  other  health 
professions 

HRA         —  Bureau  of  Health  Manpower 
HSA         —  Bureau  of  Community  Health 
Services 

(b)     Social  workers 

OHDS        —  Office  of  Program 

Coordination  and  Review 

2.     Curriculum  Development 
for  Above  Programs 

urLuo         —  uincc  or  rrograin 

Coordination  and  Review 

Research 

1.     Reproductive  Physiology 
and  Contraceptive 

NIH         —  National  Institute  of 
Child  Health  and 

Development;  evaluation 
of  safety  and  possible 
adverse  effects 

Human  Development 

fda!/ 

2.     Social  Research 

OHDS        —  Office  of  Policy 

Development 
HSA         —  Bureau  of  Community  Health 

Services 

OASHl/    —  National  Center  for 
Health  Statistics 

NIH         —  National  Institute  of 
Child  Health  and 
Human  Development 

1/      Food  and  Drug  Administration 

2/      Office  of  the  Assistant  Secretary  for  Health 
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Table  2  (Cont'd) 

Other  DHHS  Population  and  Family  Planning 
Activities  by  Function  and  DHHS  Operating  Agency 


DHHS  Operating  Agency  with 
Funding  and 
Program  Responsibility 

Function 

3.    Administrative  Research 

(a)  Utilization  studies 

(b)  Demonstrations  in 
innovative  service 
delivery  mechanisms 

(c)  Evaluation  methods 

OHDS        —  Office  of  Policy 

Development 
HCFA        —  Bureau  of  Program 

Operations 
SSA         —  Office  of  Research 

and  Statistics 
HSA         —  Bureau  of  Community 

Health  Services 
OASH       —  National  Center  for 

Health  Statistics 

Evaluation 

1.     Overall  Evaluation 
and  Coordination 

OASH       —  Office  of  Population 
Affairs 

2.    Medical  Services 
Evaluation 

HSA         —  Bureau  of  Community  Health 
Services 

3.     Social  Services 
Evaluation 

OHDS        —  Office  of  Policy 
Development 

HCFA        —  Bureau  of  Program 
Operations 
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PUBLIC  HEALTH  SERVICE 

Jffice  of  the  Assistant  Secretary  for  Health 

The  Office  of  Population  Affairs  (OPA)  serves  as  a  focal  point  for  co- 
ordination of  Department  population  research,  population  education,  and 
family  planning  services  activities,  including  services  to  adolescents.  The 
Deputy  Assistant  Secretary  for  Population  Af f airs- heads  the  OPA  and  has  full 
line  authority  and  responsibility  for  directing  population  research  and  family 
planning  services  within  the  health  agencies.    PL  91-572,  the  "Family  Planning 
Services  and  Population  Research  Act  of  1970,"  establishes  the  OPA  by  statute 
and  delineates  the  functions  of  the  office  as  follows: 


The  Secretary  shall  utilize  the  Deputy  Assistant  Secretary  for 
Population  Affairs — 

(1)  to  administer  all  Federal  laws  for  which  the  Secretary 
has  administrative  responsibility  and  which  provide 
for  or  authorize  the  making  of  grants  or  contracts  re- 
lated to  population  research  and  family  planning  pro- 
grams; 

(2)  to  administer  and  be  responsible  for  all  population 
and  family  planning  research  carried  on  directly  by 
the  Department  of  Health,  Education,  and  Welfare  or 
supported  by  the  Department  through  grants  to,  or 
contracts  with,  entities  and  individuals; 

(3)  to  act  as  a  clearinghouse  for  information  pertaining 
to  domestic  and  international  population  research 

and  family  planning  programs  for  use  by  all  interested 
persons  and  public  and  private  entities; 

(4)  to  provide  a  liaison  with  the  activities  carried  on  by 
other  agencies  and  instrumentalities  of  the  Federal 
Government  relating  to  population  research  and  family 
planning; 

(5)  to  provide  or  support  training  for  necessary  manpower 
for  domestic  programs  of  population  research  and 
family  planning  programs  of  service  and  research;  and 

(6)  to  coordinate  and  be  responsible  for  the  evaluation 
of  the  other  Department  of  Health,  Education,  and 
Welfare  programs  related  to  population  research  and 
family  planning  and  to  make  periodic  recommendations 
to  the  Secretary. 
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In  addition  to  its  primary  program  direction  activities,  the  OPA  serves 
as  a  staff  office  for  the  Assistant  Secretary  for  Health.    This  function 
involves  advising  the  Secretary,  through  the  Assistant  Secretary,  on  policy 
and  new  legislation;  participating  in  legislative  and  fiscal  planning;  and 
preparing  reports  on  departmental  and  inter-departmental  activities  for  the 
Secretary  and  the  Congress.    The  OPA  also  prepares  staff  documents  for  the 
Secretary  and  for  the  White  House. 

Besides  direct  coordination  of  DHHS  programs,  the  OPA  works  in  close 
cooperation  with,  and  provides  leadership  to,  population  research,  popu- 
lation education,  and  family  planning  activities  of  other  Federal  agencies. 

A  continuing  partnership  between  the  Government  and  other  concerned 
organizations  is  essential.    The  past  work  of  private  agencies  in  popu- 
lation-related fields  has  laid  a  foundation  on  which  the  official  agencies 
continue  to  build.    Therefore,  the  OPA  maintains  effective  liaison  with 
interested  public  and  private  organizations. 

The  OPA  also  maintains  close  communication  with  the  population  centers 
of  major  universities  and  with  elementary  and  secondary  school  personnel 
so  that  training  can  be  geared  to  actual  needs  as  they  are  revealed  in  on- 
going DHEW  programs. 

In  order  to  stimulate  concerned  professional  and  citizen  groups  to 
develop  family  planning  and  population  education  resources,  the  OPA  pro- 
vides leadership  at  regional  meetings,  conferences  or  similar  activities. 

The  OPA  is  the  lead  office  for  population  education  in  DHHS.     It  is 
responsible  for  promoting  and  coordinating  support  for  population  education 
activities  in  Federal  agencies  and  for  encouraging  population  education  ef- 
forts in  the  non-Federal  sector.    The  primary  objective  of  population  edu- 
cation is  to  provide       all  sectors  of  the  American  public  with  greater 
knowledge  and  understanding  of  U.  S.  and  world  population  issues. 

The  OPA  advises  the  Assistant  Secretary  for  Health  and  the  Secre- 
tary of  HHS  on  national  needs,  policies  and  program  goals  in  population 
education. 

The  OPA  consults  regularly  with  officials  at  universities,  secondary 
and  elementary  schools  regarding  educational  needs  and  objectives  in 
curriculum  development  and  teacher  training.    The  Office  has  also  reviewed 
school  textbooks  to  aid  in  developing  criteria  for  evaluating  the  extent 
and  quality  of  population-related  information  in  educational  materials. 
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The  Office  of  International  Health  (OIH) ,  a  staff  office  to  the  Assistant 
Secretary  for  Health,  has  primary  responsibility  in  the  Department  for  overall 
policy  development  and  coordination  for  international  health  programs  and 
activities. 

Each  of  the  PHS  agencies  engaged  in  population  and  family  planning 
activities  domestically  has  also  been  involved,  at  one  time  or  another,  in 
population  and  family  planning  activities  internationally.    This  international 
involvement  has  taken  several  forms — research  grants  and  contracts  with  U.S. 
and  foreign  institutions  for  studies  overseas,  including  basic  biomedical 
research,  demographic  and  sociological  studies,  and  studies  of  the  safety  and 
efficacy  of  contraceptive  measures;  binational  collaborative  projects  under 
the  Special  Foreign  Currency  Program;  participation  in  programs  and  activities 
of  international  organizations,  such  as  the  World  Health  Organization's 
Special  Program  on  Research,  Development  and  Research  Training  in  Human 
Reproduction;  and,  through  foreign  assistance  activities  carried  out  in 
cooperation  with  the  Agency  for  International  Development  (AID). 

Highlights  of  the  past  year  included  the  following: 

•  U.S. -PRC  Cooperation  -  On  June  22,  1979,  an  agreement  was  signed  for 
"Cooperation  between  the  U.S.  Department  of  Health  and  Human 
Services,  and  the  Ministry  of  Public  Health  of  the  People's  Republic 
of  China  in  the  Science  and  Technology  of  Medicine  and  Public 
Health.    In  June  1980,  in  discussions  between  Secretary  Patricia 
Roberts  Harris  and  the  Minister  of  Public  Health  of  the  PRC,  Qian 
Xinzhong,  agreement  was  reached  to  add  reproductive  physiology  and 
family  planning  to  the  program  of  cooperation.    A  U.S.  Population 
Research  Delegation  will  visit  China  in  the  Spring  of  1981  to  develop 
plans  with  the  Chinese  Coordinators. 

•  U.S. -India  Cooperation  -  A  highly  productive  Workshop  on  Reproduction 
and  Contraceptive  Research  was  held  in  India  in  December  1979.  The 
Workshop  was  mandated  by  the  Science  and  Technology  Subcomittee  of 
the  U.S. -India  Joint  Cooperation  Comnission;  and,  the  recommendations 
of  the  Workshop  were  endorsed  at  the  February  1980  meeting  of  the 
Subconmission.    The  Center  for  Population  Research  of  the  National 
Institute  for  Child  Health  and  Human  Development  had  primary 
responsibility  for  the  Workshop  on  the  U.S.  side  and  the  India 
Council  for  Medical  Research  (KMR)  had  responsibility  on  the  Indian 
side.    Reconmendations  were  made  to  collaborate  in  such  areas  as  drug 
and  device  development  and  medical  effects  of  contraceptives.  In 
order  to  facilitate  research  between  the  two  countries,  a  joint 
workshop,  with  faculty  from  the  United  States,  on  hybridoma 
technology  was  held  in  New  Delhi  in  December  1980.    A  follow  up  to 
the  December  1979  meeting  is  scheduled  to  be  held  in  the  United 
States  in  June  1981. 

•  U.S. -Mexico  Border  Health  Initiative  -  In  an  effort  to  improve  health 
in  the  U.S. -Mexico  border  area,  the  United  States  and  Mexico  have 
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embarked  on  a  unique  collaborative  activity.    During  1979,  a  joint 
survey  to  assess  the  need  for  maternal  and  child  health  and  family 
planning  services  was  conducted.    On  the  U.S.  side,  the  survey 
covered  5,005  households  in  51  selected  counties  in  Texas,  New 
Mexico,  Arizona  and  California.    In  Mexico,  the  survey  included  six 
northern  Mexican  States.    The  results  were  presented  at  the  April 
1980  meeting  of  the  U.S. -Mexico  Border  Health  Association.    A  plan  of 
action  has  been  developed  that  calls,  among  other  things,  for  an 
overall  review  of  the  perinatal  care  situation  in  the  Border  Region 
to  determine  the  needs  that  exist  and  the  means  by  which  binational 
cooperation  can  respond  to  these  needs,  exchange  of  information 
concerning  reproductive  education  and  further  research  data  analysis 
related  to  the  MZH/family  planning  survey. 

Cooperation  with  developing  countries  on  population  and  family  planning, 
through  the  Agency  for  International  Development  (AID),  continues  to  be  an 
important  interest  of  the  Public  Health  Service.    The  Office  of  International 
Health  provides  services  to  AID  in  health  and  nutrition  planning  activities, 
including  consideration  of  population  and  family  planning  program  needs.  The 
National  Center  for  Health  Statistics  is  cooperating  with  AID  to  improve  vital 
statistics  systems  in  developing  countries,  which  will  assist  those  countries 
in  both  population  projection  and  evaluation  of  family  planning  programs.  The 
Center  for  Disease  Control  is  providing  assistance  in  the  definition  of  family 
planning  problems,  development  of  alternative  strategies,  and  improving 
management  systems  and  evaluation. 
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National  Center  for  Health  Statistics  (NCHS) 


NCHS  is  responsible  for  operating  a  uniform  National  Reporting 
System  for  Family  Planning  Services  (NRSFPS).     The  NRSFPS  was  estab- 
lished in  order  to  produce  uniform,  comparable  statistical  information 
on  federally  supported  family  planning  programs  and,  to  the  extent 
possible,  on  other  public  and  private  organizations.     The  National 
Reporting  System  for  Family  Planning  Services,,  from  its  initiation 
in  1969  until  June  30,  1977,  collected  information  from  all  identified 
family  planning  service  sites  on  a  100  percent  basis.    On  July  1,  1977 
the  NRSFPS  was  converted  to  a  sample  survey. 

The  NRSFPS  provides  information  about  the  utilization  of  medical 
family  planning  services  and  about  the  characteristics  of  persons 
receiving  those  services  at  family  planning  service  sites  throughout 
the  United  States  and  its  territories.    Annual  summary  estimates  are 
made  for  the  Nation,  the  10  DHEW  regions  and  each  State. 

A  second  NCHS  program  for  providing  information  on  family  planning 
services,  the  National  Inventory  of  Family  Planning  Service  Sites,  was 
initiated  in  1974.    The  National  Inventory  is  a  comprehensive  listing 
of  all  sites  in  the  United  States  that  provide  family  planning  services, 
whether  these  services  are  medical  or  non-medical  and  regardless  of  the 
type  of  funding  support.    Unlike  the  National  Reporting  System,  which 
obtains  primarily  patient  characteristics,  the  National  Inventory, 
through  periodic  censuses  of  its  universe,  provides  basic  characteristic 
data  on  the  facility  itself,  including  staffing  and  services  offered. 
The  National  Inventory  and  its  data  are  used  as  the  universe  base  from 
which  the  sample  sites  are  selected  for  the  National  Reporting  System. 
The  National  Inventory  will  also  provide  the  base  for  any  special 
studies  which  may  be  required.    An  Inventory  was  conducted  in  1978; 
future  Inventories  are  planned  on  a  triennial  basis. 

NCHS  also  operates,  on  a  periodic  basis,  the  National  Survey  of 
Family  Growth  to  collect  data  on  factors  affecting  trends  and  differ- 
entials in  the  birth  rate,  family  planning,  and  infant  and  maternal- 
health.    This  survey  is  based  upon  personal  interviews  with  represen- 
tative samples  of  ever-married  women  in  the  childbearing  ages.  Data 
from  the  first  cycle  of  the  survey  (1973-74)  have  been  released,  and 
data  from  the  second  cycle  (1976)  are  now  available.    A  third  cycle 
is  planned  for  1981.    Detailed  information  on  the  past  and  current 
use  of  family  planning  methods  is  secured  in  this  survey. 
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National  Institutes  of  Health 

The  research  programs  of  the  Department  in  the  population  sciences 
are  directed  by  the  National  Institute  of  Child  Health  and  Human  Develop- 
ment.    Section  444  of  the  Public  Health  Service  authorizes  the  Institute 
to  conduct  and  support  research  and  training  relating  to  maternal  health, 
child  health,  and  human  development,  including  research  and  research 
training  in  the  special  health  problems  and  requirements  of  mothers  and 
children  and  in  the  basic  sciences  relating  to  the  processes  of  human 
growth  and  development,  including  prenatal  development.     Section  1004 
of  Public  Law  96-32  authorizes  the  Secretary  to  make  grants  and  to  enter 
into  contracts  for  "...research  in  the  biomedical,  contraceptive  develop- 
ment, behavioral,  and  program  implementation  fields  related  to  family 
planning  and  population..." 

Total  obligations  by  the  Institute  in  fiscal  year  1980  for  population 
research  were  $86.6  million.     They  are  projected  to  be  $92.1  million  for 
fiscal  year  1981.     Of  the  projected  obligations  in  fiscal  year  1981, 
$89.0  million  is  applicable  under  the  authority  of  P.L.  96-32. 

Other  components  of  the  National  Institutes  of  Health  provided  approx- 
imately $22.8  million  in  fiscal  year  1980  to  support  a  variety  of  activi- 
ties with  important  implications  for  population  research.     Research  in 
reproductive  endocrinology  supported  by  the  National  Institute  of  Arthritis, 
Metabolism  and  Digestive  Diseases  totaled  approximately  $5.4  million  in 
fiscal  year  1980.     Those  studies  provide  basic  information  essential  to 
the  development  of  new  methods  for  controlling  reproductive  processes  and 
for  the  alleviation  of  infertility.     The  National  Institute  on  Aging 
expended  $2.8  million  for  research  on  the  reproductive  and  demographic 
correlates  of  aging.    Due  to  simultaneously  lowered  mortality  and  fertility 
rates,  the  population  of  the  United  States  is  becoming  increasingly  older. 
This  research  will  help  to  provide  the  new  knowledge  necessary  to  deal  with 
the  problems  associated  with  such  population  change.     The  National  Cancer 
Institute' s  interests  in  reproductive  endocrinology,  other  reproductive 
processes,  and  carcinogenic  effects  of  synthetic  estrogens  are  relevant 
to  understanding  normal  reproductive  function  and  fertility  regulation. 
In  fiscal  year  1980,  $2.1  million  was  funded  to  support  these  studies. 

Research  in  reproductive  neuroendocrinology  and  on  the  effects  of 
estrogens,  progestogens,  and  steroid  contraceptives  on  blood  clotting 
mechanisms  and  the  physiology  of  circulation  was  supported  by  the  National 
Institute  of  Neurological  and  Communicative  Disorders  and  Stroke  and  the 
National  Heart,  Lung,  and  Blood  Institute.     Support  for  population-related 
research  in  these  Institutes  totaled  $1.6  million  in  fiscal  year  1980. 
The  National  Institute  of  Environmental  Health  Sciences  and  the  National 
Institute  of  General  Medical  Sciences  awarded  a  total  of  $1.0  million  in 
fiscal  year  1980  for  studies  on  the  toxic  effects  of  environmental  agents 
on  reproduction,  and  genetic  and  embryological  aspects  of  reproduction. 
The  Division  of  Research  Resources  administered  approximately  $9.9  million 
to  provide  extramural  resources  to  meet  the  needs  of  NIH-supported  bio- 
medical investigators  conducting  research  relating  to  population. 
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The  Center  for  Population  Research  (CPR)  of  the  National  Institute 
of  Child  Health  and  Human  Development  (NICHD)  is  responsible  for  the 
primary  Federal  effort  in  population  research.     Support  is  provided 
through  grants  and  contracts  for: 

-Fundamental  biomedical  research  in  the  reproductive  sciences 
relevant  to  problems  of  human  fertility  and  infertility. 

-The  development  of  new  and  improved  methods  for  fertility  regulation. 

-The  evaluation  of  the  safety  and  effectiveness  of  contraceptive 
methods  currently  in  use. 

-Social  and  behavioral  sciences  research  on  the  reproductive  moti- 
vation of  individuals,  and  the  causes  and  consequences  of  population 
change,  particularly  in  the  U.S.,  with  special  emphasis  on  the 
serious  problems  related  to  adolescent  pregnancy  and  childbearing. 

Each  of  these  activities  is  integral  to  the  solution  of  individual, 
family,  national  and  international  population-related  problems.  Program 
emphases,  accomplishments,  and  goals  and  plans  are  described  according 
to  the  substantive  areas  listed  above.  In  addition,  there  is  a  descrip- 
tion of  CPR  efforts  to  support  institutions,  develop  scientific  manpower, 
facilitate  the  coordination  of  Federal  population  research  programs,  and 
communicate  research  information  in  the  population  sciences. 

Research  in  the  reproductive  sciences  on  fertility  and  infertility 
is  concerned  with  the  reproductive  processes  involved  in  the  fertility 
of  men,  women,  and  animals  with  reproductive  processes  similar  to  those 
in  human  beings.     Studies  on  fertility  and  infertility  are  subsumed 
under  the  four  major  disciplines  which  comprise  the  reproductive  sciences: 
(1)  reproductive  endocrinology;   (2)  reproductive  biology;   (3)  reproductive 
medicine;  and  (A)  reproductive  chemistry.     Reproductive  endocrinology 
includes  the  secretion,  action,  and  metabolism  of  the  reproductive 
hormones  and  the  endocrine  glands  which  secrete  them.  Reproductive 
biology  includes  the  reproductive  processes  and  events  such  as  oocyte 
maturation,  sperm  production,  ovulation,  sperm  maturation,  sperm  capacita- 
tion,  gamete  transport,  fertilization,  early  embryonic  development, 
implantation,  reproductive  behavior,  and  nutrition  in  animals.  Reproduc- 
tive medicine  includes  human  nutrition,  human  infertility,  human  repro- 
ductive diseases  and  disorders,  andrology,  and  clinical  studies  of  human 
reproduction.     Reproductive  chemistry  includes  synthesis  of  reproductive 
peptides  and  steroids,  isolation  and  purification  of  substances  involved 
in  reproduction;  and  chemical  modification  of  substances  involved  in 
reproduction  for  increased  efficacy  and  diminution  of  undesirable  side 
effects . 

Research  activities  included  in  contraceptive  development  are:  (1) 
synthesis  and  biological  evaluation  of  promising  new  compounds  that  may 
affect  reproductive  processes  in  the  male  or  female;    (2)  the  development 
of  technology  for  improved  administration  of  contraceptive  drugs;  (3) 
the  development  of  improved  vaginal  and  uterine  contraceptives  based  on 
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chemical  or  physical  methods;   (4)  clinical  trials  of  sex  steroids  and 
peptides  for  suppression  of  sperm  production  and  the  consequent  develop- 
ment of  chemical  contraceptives  for  men;   (5)  clinical  and  toxicological 
evaluation  of  long-acting  progestin  as  a  female  contraceptive;  (6) 
laboratory  studies  and  clinical  trials  to  develop  and  evaluate  anti- 
fertility  methods  based  on  periodic  abstinence;  and  (7)  studies  required 
to  clarify  mechanisms  of  action  of  specific  contraceptive  drugs. 

Research  on  contraceptive  evaluation  includes  the  following:  (1) 
Studies  of  steroid  contraceptives  to  determine  their  effects  on  cancer 
and  other  neoplasia,  heart  disease,  hypertension,  thromboembolic  disease, 
metabolic,  nutritional,  and  immunologic  disorders.     Also  included  are 
studies  of  the  role  of  the  Immune  system  in  mediating  adverse  effects  of 
oral  contraceptives,  evaluation  of  individual  variation  in  pharmacologic 
response  to  contraceptive  steroids,  and  evaluation  of  sequelae,  especially 
the  risk  of  cancer,  after  exposure  to  diethylstilbestrol  in  utero  or 
during  pregnancy.     (2)  Studies  of  intrauterine  devices  to  determine 
their  effects  of  the  occurrence  of  serious  gynecologic  and  obstetric 
disorders  such  as  pelvic  inflammatory  disease,  vaginal  hemorrhage, 
uterine  perforation,  ectopic  pregnancy,  fetal  loss,  abruptio  placenta, 
placenta  previa,  and  infertility.     (3)  Studies  of  the  medical  sequelae 
of  male  and  female  sterilization  and  research  to  clarify  factors  related 
to  return  of  fertility  following  anatomic  reversal  of  sterilization  in 
men  and  in  women.     (4)  Studies  of  the  effects  of  induced  abortion  on 
subsequent  reproductive  function,  such  as  the  occurrence  of  spontaneous 
abortion,  prematurity,  infertility,  etc.     (5)  Studies  on  the  use-effective- 
ness of  inadequately  evaluated  methods,  such  as  the  diaphragm  and  condom. 
(6)  Studies  of  the  health  effects  of  contraceptive  use  by  teenagers. 

Research  in  the  social  and  behavioral  sciences  deals  with  the 
factors  governing  variations  in  the  growth,  distribution,  and  charac- 
teristics of  people  and  the  impact  of  population  changes  on  the  health 
and  welfare  of  individuals,  families,  and  society  as  a  whole.  This 
research  includes  two  major  categories: 

(1)  Studies  of  the  causes  of  population  change,  including  factors 
affecting  the  three  components  of  population  change:     fertility,  mortality, 
and  migration.    Research  has  emphasized  factors  affecting  fertility, 
since  this  has  been  the  largest  and  most  variable  component  of  popula- 
tion change  in  the  United  States.     Research  on  the  causes  of  variations 
in  fertility  is  concerned  primarily  with  social,  economic,  and  psycho- 
logical determinants.     Also  included  are  such  topics  as  choice  of  methods 
of  fertility  control,  attitudes  towards  such  methods,  the  effectiveness 
with  which  methods  are  commonly  used,  the  number  of  children  wanted  and 
expected,  changes  in  family  structure  and  function,  the  desired  timing 
of  childbearing,  the  incidence  of  unwanted  childbearing,  illegitimacy, 
premarital  sexual  behavior  and  the  use  of  contraception  among  teenagers. 
Research  on  the  causes  of  migration  deals  with  factors  affecting  trends 
in  internal  migration.     Research  in  mortality  includes  studies  of  mortality 
differences  between  various  social  and  economic  groups  and  of  social  and 
economic  factors  affecting  trends  in  mortality. 
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(2)  Studies  of  the  consequences  of  population  change,  including 
research  on  the  personal,  familial,  and  social  consequences  of  changes 
and  differentials  in  the  components  of  population  change  (fertility, 
mortality,  and  migration)  and  the  resulting  characteristics  and  distri- 
bution of  the  population.     Emphasis  has  been  placed  on  the  consequences 
of  childbearing  patterns  for  individuals,   families,  and  society;  for 
example,  studies  of  the  effects  of  maternal  age,  birth  spacing,  and 
birth  order  on  the  psychosocial  development  of  the  child,  the  economic 
welfare  of  the  parents,   the  participation  of  women  in  the  labor  force 
and  the  stability  of  the  family  unit.     Special  attention  is  given  to  the 
consequences  of  teenage  childbearing  for  mother  and  child.     Research  on 
the  consequences  of  migration  include  the  social  and  economic  impact  of 
large  movements  of  people  into  or  out  of  specific  areas.     Studies  of  the 
consequences  of  mortality  include  the  impact  of  the  size  of  specific  age 
groups  and  the  effects  of  family  composition.     Research  on  the  conse- 
quences of  population  change  also  include  studies  of  the  social,  economic 
and  environmental  impacts  of  varying  rates  of  population  growth. 

1.       Reproductive  Sciences 

The  major  emphases  of  the  reproductive  sciences  program  are:  1) 
the  advancement  of  fundamental  knowledge  required  for  maintenance  of  the 
reproductive  health  of  men  and  women;   2)  the  identification  and  develop- 
ment of  new  leads  from  basic  research  for  less  hazardous  and  more  effec- 
tive methods  of  fertility  regulation  for  use  by  men  and  women;  3)  the 
alleviation  of  human  infertility;  and  4)  the  amelioration  or  cure  of 
diseases  and  disorders  of  the  human  reproductive  system. 

Reproductive  peptides  of  gonadal  origin. 

Studies  of  putative  gonadal  peptides  comprise  one  of  the  most 
rapidly  growing  and  potentially  significant  areas  of  reproductive  biology 
Included  among  the  functions  attributed  to  recently  discovered  gonadal 
peptides  are:  the  inhibition  of  Follicle  Stimulating  Hormone  (FSH) 
secretion  (inhibin/f olliculostatin) ;  inhibition  of  oocyte  maturation 
(oocyte  maturation  inhibitor) ;  inhibition  of  granulosa  cell  luteinization 
(luteinization  inhibitor) ;  inhibition  of  Luteinizing  Hormone  (LH)  binding 
to  target  cells  (LH  binding  inhibitor);  inhibition  of  FSH  binding  to 
granulosa  and  testicular  cells  (FSH  binding  inhibitor);  and  others. 
Since  none  of  these  gonadal  peptides  has  been  structurally  determined 
and  synthesized,  it  is  quite  likely  that  different  names  have  been  given 
to  the  same  peptide  and  there  are  fewer  of  these  peptides  than  this  list 
of  names  would  suggest. 

The  two  (or  three)  gonadal  peptides  that  have  received  the  most  at- 
tention are  inhibin/f olliculostatin  and  the  oocyte  maturation  inhibitor. 
Both  are  promising  candidates  for  a  second  generation  of  contraceptive 
agents  based  on  highly  selective  inhibition  of  a  specific  reproductive 
event  or  process  rather  than  the  reprogramming  of  virtually  all  of  the 
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interrelationships  of  female  endocrinology.     For  example,  a  contraceptive 
agent  that  acts  by  selectively  inhibiting  FSH  secretion  might  not  have 
some  of  the  undesirable  side  effects  that  are  currently  attributed  to 
the  "pill."    Similarly,  an  agent  that  prevents  oocyte  maturation  may 
exert  only  a  purely  local  effect  on  the  oocyte.     The  recent  finding  by 
our  grantees  that  a  negligible  amount  of  inhibin  was  present  in  the 
follicular  fluid  from  patients  with  polycystic  ovarian  disease  could 
help  to  clarify  the  etiology  of  this  reproductive  disorder.  Since 
little  inhibin  is  found  in  atretic  follicles,  the  production  of  inhibin 
appears  to  be  related  to  the  viability  of  granulosa  cells. 

GnRH  receptors. 

Significant  developments  in  terms  of  our  understanding  of  the 
effects  of  GnRH  and  its  synthetic  analogs  have  been  obtained.  GnRH, 
also  known  as  Luteinizing  Hormone  Releasing  Hormone  (LHRH) ,  is  the 
acronym  for  Gonadotropin  Releasing  Hormone.     GnRH  is  normally  produced 
in  the  brain  and  stimulates  the  pituitary  gland  to  secrete  gonadotropin (s) 
which,  in  turn,  induce  ovulation.     The  results  obtained  during  the  past 
year  have  increased  our  understanding  of  how  GnRH  and  its  analogs  produce 
their  effects.     It  is  now  possible  accurately  and  reliably  to  demonstrate 
GnRH  receptors  in  the  pituitary  gland  and,  hence,  to  delineate  further  the 
role  of  membrane  GnRH  receptors  in  determining  the  subsequent  gonado- 
tropin response  to  this  hypothalamic  hormone.     This  has  provided  us  for 
the  first  time  with  a  system  accurately  to  measure  GnRH  receptor  affinity 
and  number.     Administration  of  superactive  GnRH  analogs  can  cause  a 
reduction  in  both  pituitary  gonadotropin  and  in  gonadal  steroid  secretion. 
This  may  be  due  to  "down  regulation"  of  pituitary  GnRH  membrane  receptors. 
Analysis  of  GnRH  receptors  will  allow  us  to  answer  this  specific  question. 
Moreover,  the  exciting  new  discovery  of  specific  GnRH  receptors  in  the 
ovary  and  the  testis  will  allow  further  work  to  determine  whether  GnRH 
or  its  analogs  have  a  direct  effect  on  the  gonads  and,  hence,  on  steroid 
production. 

Assessment  of  sperm  quality. 

A  new  assay  technique  has  been  developed  for  monitoring  the 
fertility  level  of  the  human  spermatozoa.    Men  attending  fertility 
clinics  were  studied  with  regard  to  the  physico-chemical  state  of  their 
sperm  quality.     Sperm  preparations  were  subjected  to  controlled  denatur- 
ation  conditions  and  stained  with  a  dye  called  acridine  orange  (AO). 
The  dye  fluorescence  of  individual  sperm  nuclei  was  then  measured  by  a 
cytof luorograph  interfaced  to  a  minicomputer.     As  each  sperm  nucleus 
passed  through  the  focus  of  the  cytof luorograph  argon  laser  beam,  the 
fluorescence  and  light  scatter  signals  generated  were  measured  and 
reported  by  the  computer.     The  single  AO  dye  molecules  which  stick  to 
doublestranded  DNA  fluoresce  a  green  color,  while  the  multiple  AO  dye 
molecules  which  stackup  on  groups  on  a  single-stranded  DNA  fluoresce  a 
bright  red  color.     The  ratio  of  red  (denatured)  to  green  color  measured 
by  the  computer  gives  an  index  of  DNA  denaturation.     The  work  presently 
reported  has  shown  that  abnormal  sperm  cannot  resist  denaturation  like 
normal  sperm  and  almost  invariably  fluoresce  a  red  color.     Sperm  from 


647 


sub-fertile  or  questionably  fertile  animals  and  men  have  been  found  to 
have  higher  denaturation  indexes  than  fertile  animals  or  men.     This  work 
could,  therefore,  form  the  basis  of  a  new  method  of  diagnosing  certain 
types  of  male  infertility. 

Infertility  and  tubal  infections. 

Scientific  clarification  of  the  role  of  infectious  organisms  in 
causing  human  infertility  depends  largely  on  the  availability  of  a 
suitable  animal  model  for  conducting  experimental  studies.  Chlamydiae 
are  currently  recognized  as  among  the  most  common  sexually  transmitted 
pathogens  and  have  been  implicated  as  a  cause  of  acute  infection  of 
fallopian  tubes  or  salpingitis.     Studies  have  recently  reported  the 
successful  establishment  of  the  first  experimental  animal  model  for 
salpingitis  by  Chlamydia  organisms.     Chlamydia  psittaci  is  a  strain  of 
this  organism  which  causes  disease  in  the  guinea  pig  similar  to  that  in 
man.     It  has  now  been  discovered  that  the  inoculation  of  this  organism 
directly  into  the  fallopian  tubes  coincident  with  cyclophosphamide 
immunosuppression  results  in  severe  salpingitis  while  control  inocu- 
lation lacking  the  organism  does  not.     The  disease  is  characterized  by 
an  acute  and  apparently  self-limiting  course.     Signs  of  inflammation 
appear  two  days  post- inoculation  and  peak  between  7-10  days.     The  purulent 
discharge  accumulated  in  the  lumen  appears  to  clear  spontaneously  and  is 
not  found  in  the  lumen  14  days  post- infection.     The  development  of  this 
laboratory  model  will  permit  important  studies  to  be  conducted  regarding 
the  effect  of  these  infections  on  reproductive  processes.  Many  women 
with  salpingitis  suffer  impaired  fertility.     It  is  also  possible  that 
Chlamydiae  may  infect  the  fertilized  embryo  or  placental  tissue  in  utero 
with  effects  potentially  as  serious  as  early  abortion  or  fetal  wastage. 
These  studies  on  pathological  mechanisms  will  significantly  advance  our 
knowledge  of  the  reproductive  consequences  of  pelvic  inflammatory 
disease. 

Monoclonal  antibodies  in  the  reproductive  sciences. 

Monoclonal  antibodies  are  being  used  increasingly  by  our  grantees 
as  relatively  new  tools  of  enormous  potential  importance  in  the  solution 
of  problems  in  reproductive  biology  and  medicine.     Monoclonal  antibodies 
are  produced  by  hybrid  cells  (hybridomas)  resulting  from  the  fusion  of 
mutant  myeloma  cells  and  spleen  cells  derived  from  immunized  donors. 
Their  importance  derives  principally  from  the  fact  that  antibodies 
(monoclonal)  which  are  specific  for  a  single  antigenic  determinant  can 
be  isolated  and  used  in  very  large  quantities.     Thus,  techniques  in- 
volving the  use  of  monoclonal  antibodies  often  afford  the  only  oppor- 
tunity for  studies  of  new  proteins  that  occur  in  amounts  that  are  too 
small  for  study  by  conventional  techniques.     For  example,  our  grantees 
are  using  monoclonal  antibodies  in  order  to  understand  the  process  of 
sperm  maturation  in  the  epididymis.     Studies  of  sperm  maturation  could 
lead  to  the  development  of  a  new  male  contraceptive  based  on  the  ability 
of  the  contraceptive  agent  to  inhibit  that  process. 

Reproductive  immunology. 


One  of  our  grantees  has  made  considerable  progress  in  the  develop- 
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ment  of  procedures  whereby  a  female  animal  can  be  made  immune  to  her  own 
eggs.  In  this  case,  the  outer  coats  or  zonae  pellucidae  were  stripped 
from  pig  eggs  and  purified.     Once  purified,  these  zonae  pellucidae  were 
administered  to  female  pigs  where  they  served  as  antigens  for  the  elici- 
tation  of  immunity  to  the  eggs  of  the  recipient.     In  several  trials, 
immunized  female  pigs  failed  to  become  pregnant  under  conditions  where 
they  would  be  expected  to  do  so  presumably  because  circulating  anti-zona 
antibodies  prevented  the  recipient's  eggs  from  being  fertilized  by 
sperm.    A  contraceptive  modality  based  on  immunity  to  the  zona  pellucida 
has  significant  implications  for  broadly  based  fertility  regulation. 
Since  the  zona  pellucida  is  found  only  on  eggs  from  the  ovary,  it  is 
possible  that  its  use  as  a  contraceptive  antigen  will  result  in  the 
development  of  a  form  of  immunity  that  is  directed  only  against  eggs  and 
not  other  components  of  the  body. 

Infertility  and  antibodies. 

It  appears  from  current  technical  progress  that  the  field  of  repro- 
ductive immunology  is  on  the  threshold  of  significant  advances  in  the 
improvement  of  human  reproductive  health.    Much  progress  has  been  made 
in  studies,  in  both  males  and  females,  related  to  the  occurrence  of 
antibodies  against  the  gametes  (egg  or  sperm)  which  interfere  with 
fertility  by  affecting  gamete  transport  (or  function).     These  studies 
offer  remarkable  potential  for  the  clinical  aspects  of  immunological 
contraception  and  the  therapy  of  immunological  infertility  or  sterility. 
It  is  known,  for  example,  that  about  10%  of  certain  patient  populations 
with  unexplained  infertility  have  antisperm  antibodies  in  their  blood. 
The  field  of  reproductive  immunology  has,  however,  long  been  hindered  by 
the  lack  of  suitable  technology  for  identifying  and  obtaining  the 
antigens  and  antibodies  needed  to  develop  reliable  diagnostic  tests  and 
therapeutic  applications. 

Using  a  guinea  pig  model  of  experimentally  induced  infertility,  it 
has  been  found  possible  to  produce  and  study  antibodies  to  the  sperm 
cell  surface.    Antibody  preparations  have  been  identified  which  inter- 
fere with  sperm  in  three  major  ways:     (1)  motility,   (2)  killing  and  (3) 
sperm-sperm  clumping.     These  studies  represent  the  first  demonstration 
of  antibody  mediated  immobilization  of  sperm  that  has  not  resulted  from 
cytotoxic  sperm  death.     These  studies  also  demonstrated  the  first  exampl 
of  antibody  mediated  killing  of  sperm  cells  not  requiring  other  immune 
factors.  Further,  such  studies  have  described  a  potential  fertility 
interference  due  to  antibody  mediated  "clumping"  of  sperm  cells.  These 
results  have  further  defined  the  potential  mechanisms  involved  in  male 
immunologic  infertility  and  indicated  that  the  cell  surface  molecules  of 
sperm  may  be  potential  antigens  for  the  development  of  anti-fertility 
vaccines. 

Fertilization. 

At  fertilization,  in  general,  only  one  spermatozoon  fertilizes  the 
ovum  even  though  thousands  of  spermatozoa  arrive  at  the  fertilization 
site  in  the  fallopian  tube.     The  ovum  has  two  possible  layers  that 
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prevent  it  from  being  fertilized  by  more  than  one  sperm  (polyspermy) : 
the  zona  pellucida  and  the  plasma  membrane.     The  zona  pellucida,  an 
amorphous  investment  of  the  ovum,  may  change  its  characteristics  after 
fertilization  to  prevent  polyspermy.     The  plasma  membrane  can  also  be 
changed  by  formation  of  a  so-called  "fertilization  membrane."    In  addition 
to  these  two  possibilities,  another  interesting  possibility  for  preventing 
polyspermy  has  been  gaining  support.    At  fertilization,  the  spermatozoon 
binds  to  the  ovum  and  this  binding  involves  a  specific  protein  named 
bindin  which  is  carried  by  the  sperm  head.     This  protein  has  been  isolated 
and  purified.     The  breakdown  of  sperm  bindin  by  a  proteolytic  enzyme 
released  from  the  ovum  may  be  one  of  the  mechanisms  by  which  polyspermy 
is  blocked  at  fertilization. 


Male  reproductive  medicine. 

The  research  program  in  male  reproductive  medicine  of  the  Reproductive 
Sciences  Branch  has  been  strengthened  substantially  by  the  addition  of 
studies  of  semen  quality,  infertility,  and  prostatic  function  in  men. 
One  major  study  is  directed  toward  the  establishment  of  normal  values 
for  human  sperm  counts  based  on  the  analysis  of  a  large  set  of  data. 
Such  documented  values  are  not  now  available  but  are  sorely  needed  as 
standards  for  the  evaluation  of  malfunctions  of  the  human  male  repro- 
ductive tract  and  as  a  basis  for  assessment  of  changes  produced  by 
various  therapies.    Preliminary  data  from  one  of  these  studies  failed  to 
substantiate  a  cause  and  effect  relationship  between  asymptomatic  genital 
infection  and  male  infertility. 

Mechanism  of  hormone  action. 

Significant  contributions  continue  to  be  made  toward  clarification 
of  the  mechanism  of  action  of  reproductive  hormones.     The  studies  on  the 
effects  of  ovarian  hormones  on  the  uterus  have  been  especially  useful  in 
uncovering  a  series  of  exciting  molecular  events  that  occur  during  the 
process  of  the  hormone  action.     Using  the  chick  oviduct  system,  one  of 
the  investigators  has  been  working  on  steroid  hormone  control  of  protein 
synthesis,  growth  and  development  of  the  tissue,  in  order  to  understand 
the  mechanism  by  which  estrogen  (or  progesterone)  can  exert  a  regulatory 
influence  on  transcription  of  a  specific  gene  leading  to  synthesis  of 
new  messenger  RNA  and  its  translation  to  produce  a  special  cell  protein. 
In  this  study  the  entire  chick  ovalbumin  gene  has  been  cloned  using 
plasmids.     This  recombinant  plasmid  was  used  to  transform  mouse  cells. 
The  exciting  demonstration  was  that  these  mouse  cells  produced  chick 
oviduct-specific  proteins,  i.e.,  namely,  the  genetic  information  obtained 
from  chick  oviduct  was  accurately  expressed  by  the  production  of  the 
specific  protein  using  the  mouse  cellular  machinery.  This  is  a  crucial 
piece  of  evidence  that  supports  the  hypothesis  of  hormone  actions  which 
are  independent  of  species  but  related  to  specific  hormone  structure. 

Nutrition  and  reproductive  function. 


It  has  been  clearly  established  that  a  relationship  exists  between 
optimal  body  weight  and  the  initiation  of  puberty  and  of  reproductive 
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function.    When  the  nutritional  status  deviates  from  the  normal,  either 
towards  thinness  or  obesity,  alterations  or  cessation  of  menstrual 
function  often  result.    Although  obesity  is  a  major  health  problem  in 
this  country  and  many  individuals  fast  or  diet  vigorously,  little  is 
known  about  how  such  regimens  may  affect  reproductive  capabilities. 
Preliminary  studies  in  women  indicate  that  the  excretion  of  gonadotropin 
is  increased  during  fasting  but  blood  levels  are  not,  suggesting  the 
possibility  of  altered  metabolism  of  these  protein  hormones.  These 
studies  are  providing  new  insight  into  the  poorly  understood  interrela- 
tionships between  nutrition,  reproductive  hormones,  and  fertility. 

2.      Contraceptive  Development 

The  contraceptive  development  program  continues  to  explore,  via  clinical 
trials  and  laboratory  studies,  the  development  of  improved  methods  of 
fertility  regulation,  for  both  men  and  women,  which  are  safe,  effective, 
reversible,  and  acceptable  to  various  population  groups. 

Clinical  Trials 

Clinical  trials  of  synthetic  analogs  of  the  hypothalamic  releasing 
hormone  (LHRH  agonist)  have  been  in  progress  for  the  past  12  months.  In 
female  volunteers,  these  trials  are  exploring  the  potential  of  these 
agents  as  antiovulatory  and  luteolytic  agents.    Preliminary  results  in 
female  subjects  indicate  that  ovulation  can  be  inhibited  with  the  timely 
injection  of  these  drugs.     In  the  post-ovulatory  phase,  synthesis  of 
progesterone  can  be  blocked  (luteo lysis)  by  the  agonists.     These  results 
strongly  suggest  that  LHRH  agonists  may  be  useful  as  postcoital  antifer- 
tility  agents  in  a  manner  similar  to  estrogens  but  without  the  undesirable 
side  effects. 

Preliminary  studies  in  the  male  indicate  that  one  of  the  analogs 
can  inhibit  the  production  of  the  male  sex  hormone  in  a  fairly  rapid 
fashion.    Although  sperm  production  in  these  volunteers  has  not  been 
significantly  affected,  there  are  indications  that  longer  periods  of 
drug  administration  at  somewhat  higher  doses  may  accomplish  the  desirable 
result.     The  design  of  these  studies  as  well  as  those  in  the  female  is 
aimed  at  not  only  the  development  of  useful  contraceptive  agents  but 
also  at  the  better  understanding  of  reproductive  physiology  in  both 
sexes. 

The  other  major  category  of  clinical  trials  initiated  in  FY  1980 
involves  barrier  methods.     In  the  last  progress  report  it  was  reported 
that  a  contraceptive  vaginal  suppository  and  the  diaphragm  were  about 
equally  effective.  The  major  difference  between  the  two  methods  continues 
to  be  a  low  continuation  rate  for  the  suppository  due  to  undesirable 
minor  side  effects. 

Several  other  barrier  contraception  methods  have  been  approved  for 
clinical  trials.    A  major  effort  involving  investigation  of  the  cervical 
cap  as  a  contraceptive  device  has  been  initiated.     Data  on  the  effective- 
ness of  this  device  are  necessary  before  this  device  can  be  approved  for 
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general  use.     Additionally,   two  other  projects  involving  modifications 
of  the  cervical  cap  have  been  initiated.     The  primary  aim  of  these 
studies  is  improvement  of  the  acceptability  of  the  cap  as  a  contraceptive 
device. 

Clinical  trials  of  the  long-acting  injectable  female  contraceptive, 
norethindrone  enanthate,  have  been  approved  by  the  Food  and  Drug  Adminis- 
tration.    The  FDA  has  requested  that  additional  safety  studies  in  rats 
be  initiated  in  order  to  support  the  clinical  data.     Efficacy  trials 
being  conducted  by  the  World  Health  Organization  (WHO)  continue  to 
support  the  concept  that  the  drug  is  an  efficacious  contraceptive  agent. 

In  the  drug  delivery  area,  preliminary  trials  of  an  implantable 
contraceptive  system  and  of  an  oral  contraceptive  system  have  been 
approved  by  the  FDA  for  initial  clinical  trials. 

Two  important  areas  in  which  the  program  is  not  participating 
directly  involve  reversible  sterilization  and  contraception  for  adoles- 
cents.    With  respect  to  reversibility  of  sterilization,  we  undertook  an 
extensive  research  program  several  years  ago.     One  of  the  female  rever- 
sibility approaches  is  now  supported  by  private  funds.     Development  of 
contraceptives  acceptable  to  adolescents  has  been  pursued  on  an  indirect 
basis.     One  must  appreciate  that  clinical  trials  of  experimental  approaches 
in  this  population  are  very  difficult  because  of  legal  and  ethical 
considerations.     On  the  other  hand,  there  is  absolutely  no  evidence  that 
some  of  the  safe  and  effective  methods  developed  for  other  age  groups 
would  not  be  applicable  to  this  age  group. 

Drug  Synthesis  and  Testing 

The  synthesis  program  continues  to  improve  the  biological  potency 
of  LHRH  antagonists.  Testing  of  these  drugs  in  laboratory  rodents  and 
sub-human  primates  demonstrates  the  ability  of  these  drugs  to  act  as 
contraceptive  agents.     Although  major  advances  in  potency  have  been 
achieved  which  will  permit  clinical  exploration  of  these  antagonists, 
the  synthesis  program  must  continue  to  attempt  to  achieve  even  greater 
potency. 

Synthesis  and  evaluation  of  luteolytic  prostaglandins  and  antipro- 
gestins  have  been  continued.     A  sub-human  primate  model  for  the  study  of 
luteolysis  has  been  optimized,  and  this  will  permit  us  a  better  potential 
for  drug  evaluation.     A  lead  compound  with  in  vitro  antiprogestational 
activity  has  been  discovered  and  will  serve  as  the  base  for  additional 
synthesis. 

The  program  has  embarked  on  isolation  of  gonadocrinin  which  is  a 
peptide  with  LHRH- like  activity  and  is  produced  by  the  ovarian  follicle. 
Knowledge  of  the  structure  of  this  peptide  and  of  its  biological  activity 
may  result  in  a  synthetic  program  similar  to  the  one  in  the  LHRH  field. 
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Testing  of  long-acting  progestins  and  androgens  has  continued  with 
emphasis  being  placed  on  progestins.    Highly  active  compounds  prepared 
as  microcrystalline  suspensions  have  been  discovered. 

Drug  Delivery  Systems  and  Oral  Formulations 

Research  on  two  bioerodable  implant  systems  has  been  progressing 
satisfactorily.  Polymers  of  new  composition  have  been  prepared  and  their 
drug  release  characteristics  studied.     The  data  obtained  from  these 
studies  are  most  encouraging. 

In  FY  1980,  we  have  initiated  a  program  to  develop  a  microcapsular 
drug  delivery  system  that  can  be  prepared  as  an  injection.  Preliminary 
data  indicate  that  prolonged  steady  release  of  contraceptive  drugs  can 
be  achieved  with  this  system. 

One  of  the  new  formulations  for  existing  oral  contraceptives  is  in 
preliminary  clinical  studies.     Optimization  of  this  system  for  more 
extensive  trials  is  in  progress. 

Research  Resources 

Both  the  biological  testing  and  synthesis  facilities  have  been  very 
busy  during  FY  1980.     They  are  indispensible  components  of  the  product 
development  programs. 

The  distribution  program  will  be  materially  enhanced  by  the  avail- 
ability of  new  reagents  for  the  RIA  of  monkey  LH  and  FSH.     In  collabora- 
tion with  WHO,  we  are  currently  testing  these  reagents  before  they  are 
distributed  to  the  scientific  community.     Their  availability  will  enhance 
not  only  the  drug  testing  program  but  will  also  contribute  substantially 
to  basic  studies  on  primate  reproduction. 

3.      Contraceptive  Evaluation 

The  contraceptive  evaluation  program  endeavors  to  clarify  and 
improve  the  benefit/risk  characteristics  of  fertility  regulating  methods. 
A  major  emphasis  is  placed  on  detecting  and  evaluating  effects  on  health 
that  must  be  weighed  with  efficacy  to  assess  fully  the  value  of  different 
contraceptive  methods.     This  involves:  1)  the  identification  of  relation- 
ships between  contraceptive  methods  and  the  occurrence  of  medical  disorders 
2)  delineation  of  characteristics  or  circumstances  which  place  individuals 
at  varying  levels  of  risk;  and  3)  evaluation  of  the  pathogenetic  mechanisms 
by  which  contraceptive  methods  affect  health. 

In  addition  to  support  of  research  concerned  with  contraceptive 
safety,  a  new  emphasis  is  being  placed  on  evaluating  the  effectiveness 
of  barrier  contraceptive  methods  (e.g.,  the  diaphragm,  spermicides  and 
condom)  that  are  in  use  but  that  have  not  been  comprehensively  evaluated 
for  effectiveness. 

The  results  of  research  sponsored  by  this  program  are  intended  to 
improve  the  ability  of  individuals  to  chose  contraceptive  methods  best 
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suited  to  their  needs  and  circumstances,  and  to  provide  information  that 
will  lead  to  the  development  of  safer  and  more  effective  contraceptive 
methods. 

1.  The  Walnut  Creek  Contraceptive  Drug  Study,  a  large  longitudinal 
study  of  oral  contraceptive  users  begun  in  1968,  closed  in  March  1980. 

A  final  monograph  will  be  printed  by  the  Government  Printing  Office  early 
in  1981  and  tapes  will  be  available  shortly  thereafter  for  further 
analysis  by  qualified  investigators. 

2.  Steroid  Contraceptives 

a.       Cancer  and  other  Neoplasia 

After  an  extended  developmental  phase,  a  major  case-control 
study  of  breast,  endometrial,  and  ovarian  cancer  in  relation 
to  use  of  steroid  hormones  was  launched  in  cooperation,  and 
with  the  financial  assistance  of  the  National  Cancer  Institute. 
While  the  study  is  just  beginning,   it  is  expected  to  recruit 
6,000  incident  cases  of  breast  cancer,  1,500  of  endometrial 
cancer,  and  900  of  ovarian  cancer  among  women  under  55  from  a 
network  of  population-based  U.S.  cancer  registries  over  the 
next  two  years.     Existing  evidence  points  to  the  possibility 
of  a  protective  effect  in  the  case  of  endometrial  and  ovarian 
cancer.     This  study  will  seek  to  confirm  this  important 
suggestion  and  yield  a  definitive  analysis  of  breast  cancer 
after  long-term  use  of  steroid  contraception. 

A  collaborative  study  of  the  relative  risk  of  pituitary 
adenoma  among  women  on  contraceptive  steroids  continued  to 
make  good  progress.     Data  collection  is  nearly  complete  and  it 
is  anticipated  that  analysis  will  include  235  women  with 
confirmed  pituitary  adenoma,  150  equivocal  cases,  and  170 
women  with  secondary  amenorrhea  without  evidence  of  pituitary 
tumor,  and  one  normal  control  subject  for  each  case.  The 
analysis,  expected  to  be  complete  in  early  1981,  will  explore 
the  role  of  oral  contraceptives  versus  improved  diagnostic 
techniques  in  explaining  the  recent  increase  in  numbers  of 
women  with  diagnosed  pituitary  adenoma. 

A  study  of  malignant  melanoma  and  oral  contraceptive  use  is 
proceeding,  as  is  a  second  case-control  study  in  Australia. 
Analysis  of  data  will  begin  in  1981. 

A  clinical  trial  of  the  effect  of  folic  acid  administration 
among  women  with  cervical  dysplasia  and  taking  oral  contra- 
ceptives suggests  that  folic  acid  may  halt,  and  possibly 
reverse  cervical  disease.     Discussions  are  underway  with  the 
National  Cancer  Institute  to  incorporate  this  finding  into 
their  established  program  on  nutritional  factors  and  cancer. 
A  review  of  the  literature  on  folic  acid,  nutritional  status, 
cervical  megaloblastosis,  dysplasia  and  neoplasia  was  prepared 
for  NCI  use. 
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Heart  Disease,  Hypertension  and  Thromboembolic  Disease 

A  case-control  study  of  myocardial  infarction  in  young  women 
on  oral  contraceptives  has  confirmed  observations  made  in  the 
United  Kingdom.     The  risk  of  myocardial  infarction  for  current 
pill  users,  relative  to  the  risk  for  non-users  was  estimated 
to  be  4.     For  women  who  smoked  heavily  and  were  current  pill 
users,  relative  to  women  who  did  not  smoke  and  were  not  current 
pill  users,  the  risk  estimate  was  39.     Contrary  to  earlier 
analysis,  past  use  of  the  pill  (more  than  5  years)  may  also 
increase  the  risk  of  myocardial  infarction. 

Three  studies  designed  to  assess  whether  oral  contraceptive 
use  affects  the  risk  or  clinical  course  of  hypertension  are 
now  complete.     Reports  from  one  of  the  projects  conducted 
among  a  Black  population  of  pill  users  supports  the  following 
conclusions:     (1)  the  incidence  and  prevalence  of  hypertension 
is  not  different  for  users  versus  non-users  of  oral  contra- 
ceptives,  (2)  family  history  of  hypertension  does  not  differ 
between  users  and  women  with  essential  hypertension,   (3)  the 
clinical  and  laboratory  features  of  hypertension  in  users  are 
not  different  from  essential  hypertension  seen  in  non-users; 
and  (4)  spontaneous  and  therapeutic  reversibility  is  not 
different  for  users  versus  non-users. 

While  finding  (1)  is  in  conflict  with  earlier  reports,  it  is 
known  that  pill  formulations  have  changed  since  their  intro- 
duction in  the  early  1960s  and  the  population  of  pill  users 
has  become  younger.     Final  reports  from  the  other  two  studies 
are  not  yet  available,  but  it  seems  likely  that  at  least  one 
of  them  will  report  a  small  association  between  steroid  con- 
traceptive use  and  hypertension,  especially  among  heavier 
women.    When  final  analyses  are  available,  it  is  expected 
that  a  workshop  will  be  organized  to  discuss  the  new  results 
and  the  scientific  issues  they  raise. 

In  collaboration  with  the  National  Heart,  Lung,  and  Blood 
Institute  an  epidemiology  session  was  organized  for  a  conference 
on  the  influence  of  female  hormone  on  vascular  disease  and 
hemostasis  in  June  1980. 

Metabolic,  Nutritional,  and  Immunologic  Disorders 

Research  aimed  at  clarifying  the  relationship  between  abnor- 
malities of  tryptophan  metabolism  that  are  induced  by  oral 
contraceptives  and  the  occurrence  of  dysphoria,  clinical 
depression,  and  minor  somatic  side-effects  did  not  go  forward 
in  1980.     Because  of  budget  restrictions  and  judgments  on 
program  priorities,  this  work  is  not  likely  to  proceed  in  the 
near  future. 

Work  continues  on  a  study  of  the  relative  risk  of  clinical 
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diabetes  among  users  of  oral  contraceptives,  with  data  anal- 
ysis expected  to  completed  in  1981.     It  has  long  been  recog- 
nized that  use  of  steroid  contraceptives  alters  carbohydrate 
metabolism,  but  the  clinical  significance  of  these  biochemical 
changes  remains  unclear. 

d.  Pathogenetic  Mechanisms 

Two  studies  were  initiated  to  confirm  and  evaluate  the  presence 
of  abnormal  proteins  in  the  serum  of  women  taking  oral  contra- 
ceptives, as  reported  earlier  in  the  literature.    A  third 
study  looking  into  pathogenetic  mechanisms  underlying  known 
complications  of  oral  contraceptive  use  will  evaluate  longi- 
tudinal changes  in  serum  lipoproteins  among  women  using 
various  preparations  currently  available. 

In  July  1980,  a  two-day  workshop  was  held  on  prostaglandins, 
thromboxanes,  and  side  effects  of  oral  contraceptives.  Leads 
emerging  from  this  meeting  will  be  developed  as  part  of  the 
expansion  of  the  contract  program  exploring  pathogenetic 
mechanisms  for  side  effects  of  hormonal  contraceptives. 

e.  Diethylstilbestrol 

Research  continued  on  a  followup  study  of  women  who  were 
exposed  to  diethylstilbestrol  (DES)  during  pregnancy,  and  of 
their  offspring  exposed  in  utero.     This  unique  study  is  based 
upon  a  controlled  clinical  trial  to  evaluate  the  effectiveness 
of  DES  in  improving  pregnancy  outcome  which  was  conducted  at 
the  Lying-in  Hospital  in  Chicago  during  the  early  1950' s. 

Preliminary  analysis  shows  that  male  offspring  exposed  in 
utero  to  DES  reveal  a  greater  proportion  with  minor  abnor- 
malities of  the  external  genitalia  including  epididymal  cysts 
and  also  low  sperm  counts  and  decreased  sperm  mobility. 
Although  no  case  of  clear-cell  adenocarcinoma  of  the  vagina  or 
cervix  has  been  identified  among  female  offspring,  a  high 
proportion  reveal  vaginal  and  cervical  adenosis  and  other 
related  findings  typical  for  DES  in  utero  exposure.  Extended 
follow-up  suggests  the  possibility  of  increased  primary  infer- 
tility among  DES-exposed  daughters  and  a  higher  rate  of  un- 
favorable outcome  among  those  becoming  pregnant.    Among  the 
mothers  exposed  to  DES  while  pregnant  a  greater  risk  of  cancer 
of  the  breast  and  of  the  ovary  and  cervix  was  reported  after 
the  first  review  of  the  cohort  which  was  of  borderline  signi- 
ficance.    These  findings  will  be  refined  and  extended  in 
1981. 

Intrauterine  Devices 

Analysis  of  data  from  a  large,  collaborative  case-control  study 
completed  this  year  has  confirmed  that  intrauterine  device  (IUD) 


78-363  0-81-t2 


656 


30 

use  Increases  the  risk  of  pelvic  inflammatory  disease,  and  that 
oral  contraceptive  use  and  the  use  of  barrier  methods  protect 
against  upper  genital  tract  infection.    The  study  also  confirms  the 
finding  that  women  with  an  IUD  in  place  at  the  beginning  of  their 
second  trimester  of  pregnancy  are  at  increased  risk  for  septic 
fetal  loss.    An  IUD  in  place  at  conception,  but  removed  in  the 
first  trimester  of  pregnancy  does  not  increase  this  risk. 

The  study  also  provides  evidence  that  (1)  IUD  wearing  is  not  respon- 
sible for  the  tripling  of  ectopic  pregnancies  in  the  U.S.  since 
1965,  (2)  IUD  use  does  not  Increase  the  risk  of  abruptlo  placenta 
or  placenta  previa,  (3)  the  highest  risk  of  perforation  following 
IUD  insertion  is  among  postpartum  women  who  are  lactating,  and  (4) 
vaginal  hemorrhage  serious  enough  to  require  hospitalization  is  not 
associated  with  IUD  use. 

Sterilization 

Previous  results  from  this  program  have  demonstrated  that  vasectomy 
markedly  increases  the  amount  of  atherosclerosis  in  cynomolgus 
monkeys  fed  a  high  cholesterol  diet  and  vasectomized  for  10  months, 
and  in  rhesus  monkeys  fed  cholesterol-free,  low-fat  monkey  chow  and 
vasectomized  for  9-14  years  before  evaluation  of  the  cardiovascular 
system  at  autopsy.    Studies  of  a  large  group  of  cynomolgus  monkeys 
are  now  in  progress  to  confirm  and  expand  these  data.    Sixty  animals 
have  been  maintained  for  two  years  on  a  diet  comparable  in  cholesterol 
content  to  that  of  the  average  North  American  male.    Half  of  these 
animals  developed  high  cholesterol  levels  on  this  diet  and  half  did 
not.    Half  the  numbers  in  each  group  were  vasectomized  and  half 
sham  operated,  and  all  animals  have  now  been  autopsled  at  18  months 
after  surgery.    Detailed  mo rp home trie  evaluations  of  the  extent  of 
artherosclerosis  will  be  completed  in  about  a  year.    A  further  75 
cynomolgous  monkeys,  maintained  on  the  same  diet  for  two  years  and 
vasectomized  for  18  months,  are  being  maintained  for  another  two 
years  to  determine  whether  their  atherosclerosis  may  regress  after 
reanastomosls  of  the  vas  or  change  to  a  fat-free  diet. 

A  glycollpid  antigen  has  been  Identified  from  guinea  pig  sperm  and 
its  chemical  structure,  made  up  of  carbohydrate  and  lipid,  has 
important  implications.    Similar  sperm  antigens  apparently  occur  in 
other  species,  including  man,  and  the  glycollpid  structure  offers 
an  Important  new  potential  mechanism  for  the  development  of  athero- 
sclerosis after  vasectomy. 

i 

The  cohort  study  of  vasectomized  males  continued  to  make  satisfactory 
progress  with  data  collection  expected  to  be  complete  in  1  to  1-1/2 
years.    Three  additional  epidemiologic  studies  were  funded  to 
evaluate  the  possible  risk  of  accelerated  atherosclerosis  after 
vasectomy,  as  suggested  by  published  monkey  studies.    One  will  re- 
examine an  established  data  file  of  coronary  angiographs  in  relation 
to  vasectomy  history.    A  second  will  compare  vasectomy  history  in 
men  with  coronary  symptoms  or  with  documented  heart  attacks  with 


657 


31 

healthy  control  subjects.     The  final  study  is  a  classic  case- 
control  study  of  men  under  55  with  first  myocardial  infarction  in 
75  hospitals. 

5 .  Barrier  Methods 

Staff  from  the  contraceptive  evaluation  program  participated  with 
staff  from  the  contraceptive  development  program  in  reviewing 
responses  to  a  Request  for  Proposals  (RFP)  for  a  clinical  trial  to 
compare  the  effectiveness  of  cervical  caps  with  the  effectiveness 
of  the  diaphragm.     Funding  for  the  approved  proposal  will  be  shared. 

6.  Medical  Effects  of  Induced  Abortion 

Important  findings  continued  to  emerge  from  three  sponsored  studies. 
Preliminary  analysis  of  one,  expected  to  be  completed  in  1981, 
suggests  a  higher  rate  of  spontaneous  abortion  and  fetal  death 
among  women  with  prior  induced  abortion.     These  tentative  findings 
are  in  general  agreement  with  an  earlier  report  from  the  Kaiser 
Hospitals  in  Northern  California.     A  second,  clinically-based  study 
is  now  under  analysis. 

The  third  study  indicates  that  women  with  one  previously  induced 
abortion  are  not  at  higher  risk  of  short  gestation/low  birth  weight, 
complications  of  labor  and  other  problems  when  they  carry  their 
second  pregnancy  to  term.  A  "parity"  effect  on  outcome  was  seen  in 
this  study,  indicating  that  inappropriate  comparison  groups  could 
bias  interpretation  of  the  findings. 

A  critical  variable  appears  to  be  the  method  of  cervical  dilation 
used.     The  first  study  will  permit  analysis  of  induced  abortion 
performed  with  laminar ia  (slow  cervical  dilation)  against  those 
procedures  performed  more  rapidly  with  standard  metal  dilators. 

7.  Infertility  and  Contraceptive  Practice 

Two  case-control  studies  were  initiated  to  examine  the  relationship, 
if  any,  between  past  birth  control  practice  and  infertility. 

4.      Social  and  Behavioral  Sciences 

Population  research  in  the  social  and  behavioral  sciences  is  pri- 
marily concerned  with  the  factors  governing  variations  in  the  growth, 
distribution,  and  characteristics  of  people  and  the  impact  of  population 
changes  on  the  health  and  welfare  of  individuals,  families,  and  society 
as  a  whole.     Such  knowledge  is  essential  for  the  formulation  and  assess- 
ment of  population  goals,  effective  public  policies,  and  population 
related  programs. 

Population  change  results  from  the  balance  among  births,  deaths, 
and  migration.     Throughout  the  world,  death  rates  have  already  been 
brought  to  low  levels  or  are  being  reduced  by  improvements  in  public 
health  and  the  advances  in  medical  sciences,  and  humane  values  demand 
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that  they  remain  low.  Policies  and  programs  affecting  population  growth 
and  change  must,  therefore,  be  directed  toward  factors  influencing 
fertility  and  migration,  and  their  consequences.     Research  emphasis  is, 
therefore,  on  (1)  the  social,  psychological,  and  economic  causes  of 
changes  in  fertility;   (2)  the  effects  of  demographic  variables  (such  as 
childbearing  patterns  and  population  size,  composition,  and  distribution) 
on  the  lives  of  individuals  and  families  and  on  the  social  and  economic 
institutions  in  which  they  participate;  and  (3)  the  conditions  which 
precipitate  migration  and  the  nature  of  its  consequences,  as  migration 
continues  to  be  an  important  element  of  social  and  economic  change  in 
the  United  States. 

Teenage  pregnancy  and  illegitimacy  are  issues  of  continuing  concern 
in  the  U.S.     While  the  birth  rates  for  adolescents  have  recorded  recent 
declines,  the  rates  are  still  at  disturbingly  high  levels  for  those 
adolescents  for  whom  a  birth  is  most  problematic — the  very  young. 
Illegitimacy  rates  are  high  for  women  15-19  and  have  actually  risen  for 
white  teenagers.     In  1978,  there  were  554,179  births  to  women  under  age 
20,  of  which  249,100  were  out-of-wedlock  births  and  104,558  were  to 
girls  under  the  age  of  17.     The  increased  likelihood  that  adolescent 
women  will  be  sexually  active  together  with  their  relatively  poor  contra- 
ceptive practices  make  it  probable  that  reproduction  among  adolescents 
will  continue  to  be  an  important  issue.     Their  large  numbers  of  births 
have  serious  implications  for  these  young  mothers,  who  are  socially, 
psychologically  and  economically  less  well  equipped  to  assume  the 
responsibilities  of  parenthood  than  more  mature  married  women.  The 
children  born  of  adolescents  also  run  increased  risks  in  terms  of  health, 
cognitive  development,  and  social  adjustment.     Furthermore,  women  who 
have  their  first  births  at  very  young  ages  tend  to  bear  additional 
children  more  rapidly  than  women  who  start  their  childbearing  later. 
This  close  spacing  of  pregnancies  brings  with  it  additional  health  risks 
to  both  mothers  and  children. 

One-fourth  of  the  yearly  population  growth  of  the  United  States  is 
accounted  for  by  legal  immigration  and  undocumented  immigrants  add  even 
more  to  our  population.     Growth  by  net  immigration  differs  substantially 
from  growth  by  natural  increase  and  has  implications  for  health,  welfare, 
fertility,  and  population  pressure  on  the  U.S.  as  a  whole  and  especially 
on  smaller  areas.     Migrants  may  contribute  to  the  economy  through  their 
labor  force  activity  and  through  taxes  paid.     They  generally  exhibit 
higher  fertility  levels  than  native  born  Americans,  but  since  many 
migrants  are  single  individuals  their  presence  may  skew  the  age-sex 
structure  of  the  population.     Their  use  of  health  care  services,  and 
other  forms  of  public  support,  appears  low,  but  because  of  heavy  geograph 
concentration  may  be  viewed  as  problematic  by  some  communities.  Facility 
with  English  and  adequacy  of  documentation  may  influence  their  ability 
and  willingness  to  use  such  services. 

The  effects  of  family  size  and  the  timing  of  births  upon  the  health 
as  well  as  the  social  and  economic  welfare  of  parents  and  children  are 
also  important.     Public  knowledge  of  such  effects  can  influence  decisions 
made  by  individuals  regarding  age  at  marriage,  timing  and  spacing  of 
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births,  and  completed  family  size.     Similarly,  sound  knowledge  regarding 
the  consequences  of  population  change  for  society  can  provide  a  founda- 
tion for  the  adoption  of  public  policies  designed  to  influence  such 
change  in  the  future  or  to  make  adjustments  to  them. 

Adolescent  Fertility 

Much  of  the  recent  research  on  adolescent  pregnancy  and  childbearing 
has  been  based  on  the  data  collected  in  1971  and  1976  at  Johns  Hopkins 
with  nationally  representative  samples  of  women  age  15-19.     In  1979,  a 
third  wave  of  data  collection  was  carried  out,  but  limited  to  women 
living  in  metropolitan  areas.     Data  were  also  collected  on  males  age  17- 
21  in  the  same  areas.     Preliminary  analyses  of  these  data  indicate  many 
significant  patterns  of  teenage  sexual  and  contraceptive  behavior.  When 
the  1971  and  1976  samples  are  restricted  to  those  women  living  in  metro- 
politan areas,  and  therefore  comparable  to  the  1979  study,  the  trend  in 
sexual  behavior  can  be  assessed.     In  1971,  30  percent  of  women  15-19  had 
had  sexual  intercourse;  the  proportion  rose  to  43  percent  in  1976  and  to 
50  percent  in  1979.     The  samples  include  women  who  have  married  (about 
10  percent  of  the  sample) ,  but  the  rise  in  rates  of  sexual  activity  were 
limited  to  the  never  married.    All  studies  have  shown  significant  racial 
differences,  with  black  adolescents  more  likely  to  be  sexually  active 
than  white  adolescents,  especially  at  the  youngest  ages.     However,  the 
rise  in  sexual  activity  from  1976  to  1979  is  limited  to  whites.     This  is 
consistent  with  other  analyses  which  show  fertility  rates  (such  as  birth 
rates  and  illegitimacy  rates)  to  be  higher  for  blacks,  but  recent  changes 
concentrated  among  whites. 

In  the  1971  and  1976  surveys  there  was  a  decline  in  the  average  age 
at  first  intercourse,  but  this  appears  to  have  leveled  off.     In  both 
1976  and  1979  the  average  age  at  first  intercourse  for  women  living  in 
metropolitan  areas  was  16.4  for  whites  and  15.5  for  blacks. 

The  increase  in  the  proportion  sexually  active  is  the  continuation 
of  a  trend  begun  early  in  the  decade,  if  not  before.    The  leveling  off 
of  the  age  at  first  intercourse  is  encouraging,  but  the  most  recent  data 
of  contraceptive  practice  is  more  complex.    Most  indicators  of  contra- 
ceptive practice  are  positive  in  showing  that  the  proportion  who  have 
always  used  a  method  has  increased  and  the  proportion  who  never  used  a 
method  has  decreased.     The  level  of  premarital  pregnancy  among  teenagers 
almost  doubled  between  1971  and  1976,  and  increased  by  about  one-fourth 
between  1976  and  1979.    Most  of  this  rise  resulted  from  an  increase  in 
the  proportion  of  women  who  were  sexually  active  and  therefore  at  risk 
of  a  pregnancy,  but  even  among  the  sexually  active  the  proportion  who 
had  ever  had  a  premarital  pregnancy  rose  from  28  percent  in  1971  to  33 
percent  in  1979.     The  prevalence  of  premarital  pregnancy  among  those  who 
always  used  contraception  rose  from  10  to  14  percent  from  1976  to  1979, 
and  among  never-users  it  rose  from  50  to  62  percent.    While  not  all  of 
the  possible  explanations  for  this  rise  have  been  explored,  the  pattern 
of  contraceptive  practice  shows  interesting  changes  over  the  three 
survey  points.     The  increase  in  pregnancies  among  those  who  always  used 
a  method  may  be  related  to  the  method  used.     When  the  first  method  used 
is  examined,  there  was  a  41  percent  drop  in  pill  and  IUD  use,  the  most 
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effective  methods,  and  an  86  percent  increase  in  withdrawal,  a  method  of 
questionable  efficacy.  In  1979  the  three  most  popular  methods  were 
withdrawal,  condom  and  the  pill.     When  the  most  recently  used  method  is 
considered,  the  same  pattern  is  observed,  but  the  changes  are  less 
dramatic.     For  example,   there  was  a  14  percent  decline  in  pill  and  IUD 
use  for  the  last  method  used. 

Among  those  not  married  at  the  termination  of  a  premarital  pregnancy, 
an  increasing  proportion  elected  to  have  an  abortion,  23  percent  in 
1971,  33  percent  in  1976,  and  37  percent  in  1979.     The  rise  in  pregnancy 
rates  among  sexually  active  whites  and  the  sharp  drop  in  marriage  among 
those  who  became  pregnant  caused  the  rate  of  out-of-wedlock  childbearing 
to  increase  slightly  among  whites.    No  change  was  recorded  for  black 
illegitimacy  in  these  two  time  periods. 

Data  from  the  1976  study  found  comparatively  later  age  at  menarche 
to  be  associated  with  comparatively  later  age  at  first  intercourse  and 
less  frequent  premarital  intercourse.    Most  teens  were  at  least  two 
years  post-menarche  when  they  became  sexually  active,  even  the  girls  who 
became  sexually  active  when  quite  young.     These  data  were  used  to  assess 
the  risk  of  conception  soon  after  the  initiation  of  sexual  activity  and 
found  it  to  be  quite  high.     While  most  teens  delay  coming  to  physicians 
or  clinics  for  contraceptive  advice  or  services,  their  risk  of  becoming 
pregnant  is  high  in  the  first  six  months  of  exposure  to  intercourse,  and 
half  of  the  premarital  pregnancies  occur  during  this  period  of  time. 
The  younger  the  adolescent,  the  greater  the  risk  of  pregnancy  because 
contraceptive  practice  is  worse  for  the  younger  teens.     One  implication 
of  this  analysis  is  that  efforts  should  be  directed  at  reaching  adolescents 
before  they  become  sexually  active,  and  before  they  identify  themselves 
as  needing  services. 

Other  studies  point  to  some  of  the  difficulties  encountered  by 
adolescents  seeking  services.     In  one  study  teens  reported  they  were 
constrained  in  their  selection  of  a  physician  by  cost,  fear  that  infor- 
mation would  not  be  kept  confidential,  and  anticipated  lack  of  privacy 
during  a  physical  examination.     Adolescent  females  characterize  as  ideal 
a  physician  who  encourages  questions,  gives  good  explanations,  and  helps 
the  adolescent  to  relax;  is  neither  too  old  nor  too  young;  is  female;  and 
is  friendly  and  sincere.     Problems  with  parents  that  affect  adolescents' 
reproductive  health  care  include  a  desire  to  have  information  about 
their  sexual  activity  kept  confidential  from  parents;  need  for  parents 
to  make  their  medical  appointments;  and  need  for  financial  support  from 
parents.    Adolescents  also  identified  the  need  for  more  and  better  sex 
education.     Another  study  which  sought  to  elicit  teens'  views  regarding 
problem  pregnancies  concluded  with  three  major  recommendations:  (1) 
greater  parent  initiatives,  perhaps  in  discussing  problems  of  teenage 
sexuality  and  pregnancy  with  teenagers  who  are  not  their  own  children; 
(2)  improved  development  and  marketing  of  an  effective  nonprescription 
contraceptive  meeting  teenagers'  needs;  and  (3)  improving  school  sex 
education  programs  by  placing  more  emphasis  on  women's  needs,  assertive- 
ness  training,  and  communication  problems  with  males,  particularly  about 
contraception. 


In  previous  years,   the  effects  of  early  childbearing  on  childrens' 
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early  and  school-age  development  have  been  reported.     Early  childbearing 
is  also  associated  with  reduced  educational  attainment,  increased  fertility, 
faster  pace  of  childbearing,  marital  instability,  and  negative  economic 
prospects  for  women.    Among  high  school  graduates,  the  effects  of  early 
marriage  and  parenthood  on  educational  expectations  were  small  relative 
to  many  other  influential  factors  (ability,  family  background,  etc.). 
Among  married  adolescents  who  had  finished  high  school,  parents  differed 
little  from  nonparents  in  educational  expectations  when  background 
characteristics  and  marriage  dates  were  controlled.     In  short,  young 
people  with  rather  low  educational  expectations  appeared  to  be  self- 
selected  into  adolescent  parenthood. 

Other  analyses  also  indicate  significant  differences  in  educational 
aspirations,  plans  for  motherhood,  and  problem-solving  skills  among  four 
categories  of  young  women:    pregnant  adolescents,  sexually  active  non- 
contraceptors,  sexually  active  contraceptors,  and  virgins.  Pregnant 
adolescents  are  much  less  likely  than  others  to  want  to  attend  college 
and  are  more  likely  to  have  fallen  behind  in  school,  even  before  becoming 
pregnant.    Non-contraceptors  want  their  first  child  at  a  younger  age 
than  contraceptors  or  virgins;  fifteen  percent  of  the  non-contraceptors 
want  their  first  child  at  age  17  or  18.     Contraceptors  show  more  ability 
than  non-contraceptors  or  pregnant  adolescents  to  plan  for  personal 
goals  and  to  find  alternative  solutions  for  personal  problems.  The 
influence  of  the  parents  can  be  seen  in  the  association  of  mothers'  low 
aspirations  for  their  daughters'  educations  and  the  daughters'  failure 
to  practice  contraception.     Daughters  of  employed  mothers  are  more 
likely  than  daughters  of  housewives  to  know  about  birth  control  and  the 
negative  consequences  of  pregnancy,  to  have  higher  educational  aspirations, 
and  to  use  contraceptives. 


A  study  based  on  the  1971  Kantner-Zelnik  data  shows  that  educational 
expectations  were  negatively  associated  with  the  probability  of  inter- 
course; however,  in  the  subsample  of  sexually  active  women,  educational 
attainment  and  expectations  were  not  related  to  contraceptive  practice 
or  to  the  incidence  of  pregnancy.    Family  background  was  strongly  asso- 
ciated with  the  probability  of  pregnancy,  and  also  was  related  to  sexual 
activity  and  contraceptive  practice.     Parents'  educational  attainment 
and  family  income  were  negatively  related  to  the  probability  of  pregnancy. 

One  study  has  followed  young  women  who  gave  birth  as  adolescents 
and  looked  at  the  correlates  of  second  pregnancies  among  adolescents. 
Preliminary  findings  indicate  that  adolescents  who  became  pregnant 
again,  compared  with  those  who  did  not,  were  more  likely  to  be  married, 
younger,  welfare  recipients,  less  intellectually  competent,  to  have  had 
a  prior  pregnancy  terminated  by  abortion,  to  have  worked  less,  and  to 
have  had  more  problems  using  contraceptives.     Of  the  first  40  repeat 
pregnancies  studied,  all  but  seven  were  terminated  by  elective  abortion; 
most  of  the  seven  babies  carried  to  term  were  unplanned  and  undesired. 

An  analysis  of  state  and  federal  assistance  programs  found  that  they 
did  not  have  a  positive  effect  on  adolescent  childbearing.     In  fact, 
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measures  of  benefits  from  Aid  to  Families  with  Dependent  Children  (AFDC), 
when  statistically  significant,  were  consistently  negative,  and  AFDC 
policy  variables  were  consistently  unimportant.     However,  analysis  of 
abortion  data  indicated  that  greater  availability  was  associated  with 
lower  fertility. 

Fertility  and  Family  Planning 

A  National  Fertility  Survey  analysis  of  data  obtained  from  women 
using  the  pill  or  IUD  during  1970-1975  reveals  an  increase  of  discon- 
tinuation related  to  problems  occurring  during  the  use  of  these  methods. 
There  is  a  distinct  association  between  the  amount  of  media  coverage  of 
these  methods  and  the  drop  out  rate,  with  an  accumulating  effect  evident 
in  the  case  of  the  pill.     Along  similar  lines,  a  longitudinal  study 
indicates  that  the  success  of  contraception  depends  both  upon  the  type 
of  contraceptive  used  and  the  regularity  of  its  use.     Women  tend  to 
change  their  contraceptive  methods  frequently,  in  part  because  each  type 
of  method  has  specific  disadvantages  associated  with  it.  A  number  of 
psychological  factors  including  motivational,  cognitive,  and  attitudinal 
mechanisms,  as  well  as  personal  style  and  stress,  are  involved  in 
ineffective  use.     These  psychological  factors  tend  to  be  different  for 
married  and  unmarried  women. 

One  researcher  presents  findings  supporting  the  hypothesis  that 
kinds  and  degrees  of  alienation  (feelings  of  meaninglessness ,  normless- 
ness,  and  social  isolation)  interfere  with  rational  family  planning  and 
fertility  regulation.     Subjects  high  in  levels  of  alienation,  compared 
with  other  subjects,  tend  to  terminate  their  educations  at  lower  levels, 
to  marry  at  earlier  ages,   to  be  less  knowledgeable  about  sex  and  repro- 
duction, and  to  use  less  effective  contraceptive  methods  even  though 
seeing  fewer  advantages  of  having  children.     Current  contraceptive  risk- 
taking  across  various  levels  of  parity  is  positively  related  to  feelings 
of  meaninglessness  and  traditionalism,  and  negatively  related  to  wife's 
plan  for  employment  and  effectiveness  of  contraceptives  at  first  inter- 
course after  marriage.     The  National  Fertility  Survey  indicates  that 
while  Catholic  and  non-Catholic  fertility  rate  are  converging,  religion 
is  an  important  factor  affecting  planning  for  the  regulation  of  fertility. 
Catholics  had  26  percent  higher  fertility  than  non-Catholics,  made  up  of 
22  percent  higher  number  of  intended  pregnancies  and  39  percent  higher 
number  of  unintended  pregnancies.     This  survey  also  indicates  that  58 
percent  of  Catholics  use  contraception  to  delay  an  intended  pregnancy, 
while  68  percent  of  non-Catholics  utilize  contraception  for  this  purpose. 

The  control  of  fertility  is  not  a  new  practice,  as  noted  in  a  study 
of  women  born  during  1900-1910.     This  group  had  their  children  during 
the  Depression  and  had  small  size  families.     Seventy-one  percent  of 
these  women  reported  that  they  or  their  husbands  had  used  a  method  which 
could  be  called  modern,  such  as  condom,  diaphragm,  jelly  or  cream, 
vaginal  cap  or  IUD,  suppository  or  tablets,  contraceptive  douche,  or 
sterilization,  and  49  percent  began  using  contraceptives  before  the 
first  birth.     The  median  length  of  interval  to  the  first  birth  was  more 
than  twice  as  long  for  contraceptive  users  (33  months)  as  for  nonusers 
(14  months) . 
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Abortion  is  widely  used  to  regulate  fertility.     In  a  study  of 
Scottish  women,  it  was  found  that,  between  1953  and  1957,  unmarried 
women  under  age  20  experienced  a  substantial  increase  in  childbearing 
which  was  accompanied  by  a  nearly  equal  increase  in  induced  abortions. 
The  number  of  pregnancies  among  married  women  decreased  markedly,  and 
the  number  of  births  decreased  even  more  so,  due  primarily  to  increased 
sterilizations.    About  one  in  three  pregnancies  in  Denmark  are  termin- 
ated by  induced  abortion,  more  than  95  percent  before  the  thirteenth 
week  of  gestation.    As  in  the  U.S.,  more  couples  than  ever  are  using 
modern  contraceptives,  and  the  annual  number  of  sterilizations  is 
increasing.     Separated,  divorced,  and  widowed  women  are  at  higher  risk 
than  married  women  both  for  abortion  and  admission  to  a  psychiatric 
hospital,  and  are  thereby  candidates  for  special  counseling. 

An  NIH  study  of  attitudes  of  people  in  the  U.S.  is  attempting  to 
develop  a  better  understanding  of  the  equivocators,  those  who  avoid 
committing  themselves  fully,  but  who  may  approve  of  abortion  under  some 
conditions.     This  is  quite  a  homogeneous  group,  in  that  they  are  very 
similar  to  each  other  in  background  characteristics.     They  are  also  more 
similar  to  those  who  are  altogether  negative  about  abortion  than  to 
those  who  are  positive.     The  study  of  equivocators  is  becoming  increasingly 
important  since  they  are  a  growing  proportion  of  the  population. 

A  researcher  has  examined  the  separate  and  interrelated  effects  of 
obstetrician,  hospital,  and  patient  characteristics  on  physician  and 
hospital  abortion  practice  in  one  state.     Religion  is  the  variable  most 
strongly  associated  with  whether  hospitals  or  obstetricians  will  offer 
abortion  services.     However,  the  performance  of  abortions  and  several 
aspects  of  patient  management  are  more  closely  related  to  physicians' 
(conservative  vs.  liberal)  attitudes  toward  the  expansion  of  fertility 
related  services  and  to  the  degree  of  their  psychological  disturbance  by 
abortion  procedures. 

The  National  Fertility  Survey  indicates  that  sterilization  is 
becoming  the  major  method  of  limiting  family  size  in  the  U.S.     It  is 
estimated  that  between  two-thirds  and  three-quarters  of  once-married 
white  couples  will  obtain  sterilizing  operations  within  fifteen  years 
after  their  last  wanted  birth.  In  a  study  of  couples  during  their  early 
marital  years,  78  percent  reported  plans  for  sterilization  after  achieving 
their  desired  family  size.     Couples  who  agree  on  having  no  plans  for 
sterilization  tend  to  have  little  knowledge  about  sex  and  reproduction, 
high  levels  of  traditionalism,  and  expected  family  sizes  of  three  or 
more  children.     The  data  also  shows  a  close  association  between  plans 
for  sterilization  and  attitudes  toward  abortion.     Couples  agreeing  on 
plans  for  sterilization  are  likely  to  be  tolerant  of  abortion,  to  be 
knowledgeable  about  sex  and  reproduction,  and  to  expect  relatively  few 
children. 

Puerto  Rico  has  a  long  history  in  the  development  of  fertility 
regulating  services,  especially  sterilization.    A  current  study  shows 
that  female  sterilization  increased  between  1965  and  1976  from  33  to  37 
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percent  of  married  women.     In  1976,  an  additional  11  percent  were  taking 
oral  contraceptives.     The  pill  has  not  yet  displaced  sterilization  in 
Puerto  Rico,  but  has  displaced  less  effective  methods  and  increased  in 
use. 

Status  and  Roles  of  Women 

Wife,  mother  and  worker  are  major  roles  occupied  by  women,  roles 
that  are  often  interrelated.     The  findings  of  a  National  Fertility 
Survey  indicate  that  gainful  employment  can  depress  fertility  through 
the  mechanism  of  competition  for  a  woman's  personal  resources.  Women 
who  work  between  marriage  and  the  birth  of  their  first  child  are  likely 
to  delay  that  birth.  Working  after  the  first  birth  delays  the  second. 
Opposite  forces  also  operate:    many  women  become  trapped  between  acci- 
dental childbearing  and  financial  pressure.     Growing  family  size  tends 
to  lower  female  labor  force  participation,  but  the  financial  burden  of 
having  two  or  three  children  creates  strong  counter-pressures  favoring 
employment.     A  related  finding  from  a  longitudinal  study  (1962-1977) 
shows  that  additional  children  and  favorable  earnings  of  the  husband  are 
associated  with  less  employment  of  the  wife,  while  increased  education 
and  divorce  are  associated  with  greater  female  employment.     A  study 
based  on  the  National  Longitudinal  Study  of  high  school  seniors  found 
that  young  women's  orientation  toward  work  was  closely  related  to  their 
marital  and  parenthood  status.     The  importance  of  careers  to  married 
women  decreased  near  the  marriage  date  and  decreased  further  when  parent- 
hood was  imminent.     Married  men,  compared  with  unmarried  men,  attached 
somewhat  more  importance  to  their  careers,  but  parenthood  had  only  a 
slight  effect  on  men's  orientation  toward  work.     Among  married  women, 
mothers  seemed  slightly  less  satisfied  with  their  career  progress  than 
did  non-mothers,  and  dissatisfaction  seemed  linked  to  the  timing  of 
parenthood.  Although  the  pattern  was  similar  among  married  men,  the 
timing  of  parenthood  was  not  important. 

Data  obtained  from  women  born  between  1901  and  1910  indicate  that 
these  phenomena  are  not  new  in  the  U.S.     For  these  women,  the  length  of 
delay  before  the  first  birth  has  a  strong,  positive  association  with  the 
wife's  and  husband's  educations,  husband's  white-collar  occupation,  and 
the  wife's  working  within  the  interval.     Another  investigator  obtained 
findings  which  suggest  that  commitment  to  the  labor  force  and  the  level 
of  young  adult's  earnings  affect  the  timing  of  marriage  and  fertility. 
There  is  also  evidence  that  the  woman's  childbearing  expectations  and 
the  number  of  children  she  has  at  home  have  a  substantial  effect  on  her 
work  status.  Still  another  study  suggests  that  female  wage  rates  are  the 
most  important  factor  in  recent  fertility  trends  and  female  labor  supply. 
Increased  female  wage  rates,  mainly  during  the  past  20  years,  are  asso- 
ciated with  lower  completed  fertility,  longer  postponement  of  childbearing, 
and  increased  labor-force  participation. 

Consequences  of  Family  Size 


Four  studies  of  only  children  using  large,  extant  data  sets  show  no 
adverse  effects  of  being  an  only  child.     Only  children  were  found  to  be 
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more  like  firstborns  in  larger  families,  and  were  shown  to  be  slightly 
superior  on  cognitive  abilities  and  achievement  to  children  with  siblings. 
On  the  whole,  "onlies"  simply  did  not  differ  from  children  with  siblings 
on  a  wide  range  of  factors  including  physical  development,  utilization 
of  medical  care,  behavioral  and  psychological  factors,  marital  status, 
number  of  children  they  had,  divorce  rates,  occupational  choice,  or 
levels  of  income.     These  studies  show  no  negative  effects  of  being  an 
only  child.    A  study  which  compared  "onlies"  to  children  with  siblings 
in  one-parent  households  also  showed  no  negative  results  of  being  on 
"only."    In  fact,  "onlies"  from  these  one-parent  households  showed  fewer 
interpersonal,  emotional,  and  behavioral  problems  and  were  more  mature, 
independent,  and  comfortable  with  adults  than  comparable  children  with 
siblings.    One  study  comparing  "onlies"  and  firstborns  at  3,  12,  24,  and 
36  months  of  age  showed  some  differences  at  3  months  in  social  behavior 
(with  "onlies"  crying  more  and  smiling  less) ,  but  these  differences 
disappeared  by  12  months  and  did  not  reappear.     The  reasons  for  the 
difference  found  at  3  months  were  not  clear,  but  it  was  noted  that  the 
percentage  of  abnormal  pregnancies  and  deliveries  was  slightly  higher 
for  mothers  of  "onlies"  in  this  study.     This  same  study  found  that  the 
birth  of  siblings  adversely  affected  the  cognitive  performance  of  first- 
borns aged  24  months  or  less.     Since  the  consequences  of  family  size  may 
vary  with  age  of  the  child,  two  new  projects  are  doing  in-depth  studies 
of  adolescent  only  children  and  comparing  them  to  first  and  lastborns  in 
larger  families.     These  studies  are  concerned  with  the  consequences  of 
being  an  "only"  on  intelligence,  interpersonal  orientation,  attitudes, 
time  use,  reciprocal  interaction  skills,  and  ego  identity  formation. 

Likewise,  family  size  may  have  different  effects  for  parents  and 
children.     Several  studies  are  under  way  which  compare  the  consequences 
of  having,  0,  1,  and  2  or  more  children  on  a  variety  of  factors  such  as 
social  adjustment,  psychological  well-being,  perceived  quality  of  life, 
physical  health,  occupation,  education,  and  marital  stability.     Three  of 
these  studies  have  preliminary  findings  which  show  that,  for  wives, 
having  children  is  generally  negatively  related  to  continuity  of  employ- 
ment as  well  as  to  occupational  aspirations  and  attainment.  Childless 
wives  are  more  likely  to  have  uninterrupted  employment  than  all  other 
wives,  and  mothers  of  only  children  are  more  likely  to  have  continuity 
of  employment  than  wives  with  more  children.     In  one  of  these  studies, 
occupational  aspirations  were  measured  at  age  16  and  again  at  age  40, 
and  while  all  the  women  had  similar  occupational  aspirations  at  16, 
childless  women  had  significantly  higher  occupational  mobility  aspira- 
tions at  age  40  than  did  either  the  mothers  of  only  children  or  mothers 
of  two  or  more  children.    Another  of  these  studies  shows  that  living 
standards  differ  most  as  family  size  increases  above  3  children.  Con- 
sumption patterns  of  childless  and  small  families  differ  somewhat  from 
larger  families,  but  the  primary  difference  as  family  size  changes 
appears  to  be  in  use  of  time. 

Four  new  studies  are  under  way  on  the  economic  consequences  of 
(  family  size.     One  is  concerned  with  the  difference  family  size  makes  on 
level  of  living,  and  the  other  three  are  attempting  to  estimate  actual 
expenditures  on  children  in  families  of  various  size,  income,  age, 
residence,  and  occupation.     These  studies  will  also  predict,  in  constant 
dollars,  the  cost  of  raising  a  child  born  in  1980. 
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Trends  in  Fertility 

Analysis  of  the  1975  National  Fertility  Study  indicates  that  sterili- 
zation is  becoming  the  major  method  of  limiting  family  size  in  the 
United  States.     It  is  estimated  that  between  two-thirds  and  three- 
quarters  of  once-married  white  couples  will  obtain  sterilizing  operations 
within  fifteen  years  after  their  last  wanted  birth.     Also,  the  study 
shows  that  the  number  of  births  intended,  desired,  and  regarded  as  ideal 
all  declined  substantially  between  1970  and  1975.     In  addition,  improved 
control  of  fertility  had  reduced  the  incidence  of  unintended  births. 

A  longitudinal  study  covering  the  period  1962-1977  indicated  that 
couples  who  had  not  already  exceeded  their  fertility  expectations  revised 
them  downward  in  a  period  of  declining  fertility  preferences  and  had 
completed  family  sizes  26  percent  below  initial  expectations.  Changes 
in  expectations  early  in  marriage  and  early  differences  between  wife's 
expectations  and  husband's  preferences  had  a  significant  long-term 
effect  on  final  parity.     Unplanned  births  increased  completed  family 
sizes  significantly.     Religion,  education,  and  income  had  no  systematic 
relation  to  the  discrepancy  between  initial  expectations  and  completed 
family  size.     Another  study  is  attempting  to  shed  light  on  the  relation 
of  fertility  intentions  to  actual  trends  in  the  birth  rate.     The  study 
finds  that  turning  points  in  birth  rates  will  typically  precede  changes 
in  goals  because  the  levels  of  birth  rates  are  related  to  the  rate  of 
change  of  goals.     The  amplitude  of  fluctuations  in  birth  rates  may 
typically  be  twice  as  great  as  that  of  goals,  magnifying  the  socially 
disruptive  effects.     Information  on  goals  is  still  valuable  since  the 
study  suggests  that  survey  data  on  fertility  intentions  may  be  useful  in 
forecasting  actual  birth  rates  by  using  a  two-step  procedure.  First, 
the  time  series  of  goals  should  be  forecast,  and  second,  the  implied 
time  series  of  birth  rates  should  be  derived  using  a  mathematical  model 
relating  the  rate  of  change  of  fertility  goals  to  actual  birth  rates. 

A  study  of  Mormon  genealogies  has  produced  an  analysis  of  fertility 
rates,  calculated  as  far  back  as  1845.     It  indicates  that  the  Utah 
frontier  did  have  extremely  high  fertility.     This  high  fertility,  combined 
with  a  young  age  at  marriage  (an  average  of  20-22  for  women) ,  resulted 
in  large  family  sizes  (an  average  of  slightly  over  8  children).     By  the 
turn  of  the  century,  the  fertility  rates  began  to  change,  indicating  a 
downward  trend  that  continued  until  the  1940' s.     The  understanding  of 
the  change  in  the  fertility  rate  is  interesting  for  understanding  histor- 
ical population  dynamics  and  beneficial  for  application  to  modern  countries 
with  high  fertility.     The  initial  drop  in  fertility  was  not  accompanied 
by  any  significant  increase  in  the  age  of  marriage,  the  age  at  first 
birth,  or  the  spacing  between  earlier  parity  children.     Instead  it  was 
the  later  years  of  family  formation  that  were  altered;  the  age  at  last 
birth  decreased  and  the  spacing  of  the  last  two  children  increased, 
resulting  in  a  smaller  family  size. 

Determinants  of  Fertility 

Researchers  are  concerned  with  social,  psychological,  economic, 
cultural,  health  and  other  factors  which  contribute  to  the  determination 
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of  fertility.  A  study  of  psychosocial  factors  involved  in  the  initiation 
of  family  building  finds  that,  in  general,  the  perceived  costs  of  children 
are  more  related  to  family  desires  than  are  the  perceived  benefits. 
However,  the  arrival  of  each  child  in  the  family  changes  the  relationships 
between  fertility  values  and  desired  family  size.     The  arrival  of  the 
first  child  modifies  perceptions  about  childbearing  more  than  the  arrival 
of  additional  children.     Changes  in  the  relationships  between  fertility 
values  and  desired  family  size  occur  with  the  arrival  of  each  additional 
child.     The  anticipated  effect  that  additional  children  might  have  on 
family  relationships  is  an  important  factor  in  making  decisions  about 
family  formation. 

A  study  of  the  relationships  among  motivations  for  parenthood, 
spouse  interaction,  and  fertility  suggests  that  many  couples,  especially 
parents,  experience  uncertainty  and  conflict  about  the  decision  to  have 
children  in  the  next  two  years.    Wives  expected  a  future  child  to  require 
more  of  their  energy  and  time  than  did  their  husbands,  but  childless 
couples  perceived  their  future  child-care  roles  as  more  nearly  equal 
than  did  parents.     This  suggests  that  some  couples  had  an  unrealistic 
expectation  of  child-care  roles  before  having  their  first  child.  The 
spouses'  perceived  rewards  and  costs  of  parenthood,  as  well  the  wife's 
age  and  perception  of  the  need  for  her  to  work,  influence  the  decision 
to  have  a  child  in  the  next  two  years.     It  turns  out  that  wives'  percep- 
tions are  much  more  important  than  husbands'  in  predicting  fertility. 

Analysis  of  data  from  a  longitudinal  study  indicates  that  the 
interplay  of  the  biological  capacity  to  conceive,  the  intention  to 
conceive,  and  the  use  of  contraception  are  important  determinants  of 
pregnancy  among  married  women.     The  intention  to  conceive  depends  on  the 
psychological  characteristics  of  the  woman,  the  opinion  of  people  important 
to  her,  and  situational  factors,  including  the  number  of  children  the 
woman  has.    More  than  two- thirds  of  the  married  sample  intended  to 
conceive  and  actively  wanted  three-quarters  of  the  pregnancies  they  had 
experienced.    The  pattern  for  non-marital  conceptions  is  quite  different, 
with  most  being  unintended  and  rejected.     Several  aspects  of  couple  inter- 
action are  relevant  to  reproduction  including  conflict,  communication, 
influence,  decision-making,  division  of  labor,  and  adaptation  to  change. 
The  first  four  directly  affect  the  psychological  sequence  that  leads  to 
having  a  child.    Division  of  labor  is  reflected  in  female  role  performance 
and  orientation. 

A  study  of  changing  expectations  and  preferences  for  family  size 
shows  considerable  lowering  of  expectations  and  preferences  over  a 
fifteen  year  period  (1962-1977).     This  finding  reflects  the  gradual 
change  of  U.S.  attitudes  and  behavior  during  this  period.     There  is  a 
consistent,  positive  relationship  between  underlying  preferences  for 
number  of  children  and  births  during  the  prospective  period.  This 
prediction  is  best  for  the  childless  group,  when  the  preference  measure 
is  obtained  at  a  time  when  rationalization  or  adjustment  to  past  fertility 
is  not  a  factor. 
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Consequences  of  Population  Change 

Two  projects  have  recently  reported  results  that  reflect  on  the 
social  and  economic  experience  of  the  Post  WWII  "baby  boom"  generation. 
One  study  predicts  that  the  fortunes  of  a  "baby  boom"  generation  (a 
generation  born  when  the  national  birth  rate  is  high)  differ  in  a  number 
of  ways  from  those  of  a  "baby  bust"  generation  (a  generation  born  when 
the  national  birth  rate  is  low) .    A  "baby  boom"  generation  finds  its 
social  and  economic  experience  comparatively  harsh.     Their  economic 
fortunes  are  adversely  affected  because  their  earnings,  unemployment 
experience,  and  rate  of  advance  up  the  career  ladder  are  all  affected  by 
the  amount  of  cohort  competition.     Young  adults  become  hesitant  to 
marry,  and  premarital  conceptions  become  more  likely  to  end  up  as  ille- 
gitimate births.     Young  families  yield  to  the  disproportionate  pressure 
to  delay  having  children.     Those  young  women  who  do  choose  motherhood 
often  combine  a  job  outside  the  home  with  the  care  of  children.  Marital 
strains  become  high  and  divorce  becomes  unusually  frequent.  Psychological 
stress  among  young  adults  becomes  comparatively  severe  and  suicide, 
crime,  and  feelings  of  alienation  become  unusually  high.     The  economic 
environment  during  the  critical  family  formation  years  becomes  unfavorable  — 
characterized  by  "stagflation,"  a  combination  of  relatively  high  unemployment 
and  accelerating  inflation.     Correspondingly,  a  "baby  bust"  generation 
will  find  life  relatively  easy. 

The  second  study  predicts  the  implications  for  medical  care  of 
changes  in  the  age  structure  of  the  population  for  the  period  1950-2050 
in  the  United  States.     The  estimates  show  that  the  aging  of  the  "baby 
boom"  in  the  next  century  will  cause  sizeable  increases  in  total  and  per 
capita  use  of  hospital  and  nursing  home  care.     Age  structure  alone  will 
cause  hospital  days  per  1,000  to  be  31  percent  higher  at  their  peak  in 
2040  than  in  1975,  and  the  number  of  nursing  home  residents  per  1,000 
population  in  2050  will  be  almost  two  and  one-half  times  the  level  of 
1975.     Numbers  of  outpatient  visits  to  doctors  and  dentists  will  not  be 
much  affected  by  changes  in  age  structure. 

Another  study  has  posed  the  question,   "How  have  income  inequalities 
between  American  families  been  affected  by  the  age  related  demographic 
changes  of  a  post-war  period?"     Changes  in  the  very  numbers  of  adults 
and  children  in  families  have  much  to  do  with  the  answer.     Since  World 
War  II,  numbers  of  adults  per  family  has  declined  in  response  to  trends 
to  more  separate  living.     Numbers  of  children  have  oscillated  radically 
in  response  to  swings  in  fertility.     These  family  trends  have  differed 
for  racial  groups,  for  family  types,  and  for  family  heads  of  different 
ages.     Families  with  older  heads  were  less  affected  by  overall  changes 
in  the  numbers  of  children  than  those  with  younger  heads.     Because  non- 
white  families  experienced  a  sharper  rise  and  steeper  decline  in  fertility, 
racial  disparities  in  the  burden  of  child  support  widened  before  converging 
in  recent  years.     Preliminary  efforts  to  investigate  the  impact  of  these 
age-compositional  changes  on  the  distribution  of  family  incomes  indicate 
little  effect  on  overall  inequality,  only  because  female-headed  units 
are  such  a  small  proportion  of  all  families. 
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Migration  and  Population  Distribution 

Housing  and  neighborhood  considerations  have  been  somewhat  more 
important  than  employment  opportunities  in  attracting  labor  force  members 
to  the  suburbs,  and  their  location  has  in  turn  encouraged  the  growth  of 
both  the  suburban  housing  stock  and  suburban  employment.    A  survey  of 
many  parts  of  the  Seattle  area  analyzed  three  dimensions  of  attachment 
to  a  metropolitan  neighborhood  (knowledge  of  an  area,  feelings  about  it, 
and  its  use  for  various  activities) .     Neighborhoods  described  as  formal 
and  primarily  found  in  the  suburban  ring,  are  high-income,  family- 
oriented  areas  with  satisfying  housing  and  physical  environments,  but 
their  residents  are  likely  to  move  and  would  not  miss  the  area.  Neighbor- 
hoods described  as  personal  are  characterized  by  diverse  housing  and 
populations,  and  are  more  defined  in  the  social  terms  of  neighborhood  as 
groups  of  people  caring  for  each  other.     Such  neighborhoods  would  be 
missed,  and  few  plan  to  move  away. 

The  effects  of  crowding  and  population  density  on  human  behavior 
(and  conversely  the  effects  of  living  alone)  have  also  been  considered. 
Population  density  (persons  per  acre)  has  little  pathological  effect, 
but  household  crowding  (persons  per  room,  excessive  demands  on  members, 
and  lack  of  privacy)  are  strongly  related  to  poor  mental  health,  poor 
social  relationships  in  the  home  and  poor  child  care;  and  less  strongly 
related  to  poor  physical  health  and  to  poor  social  relationships  outside 
the  home.     Excessive  demands  from  others  in  the  household  may  indicate 
why  women  have  higher  rates  of  mental  distress  and  physical  illness  than 
have  men.    At  the  other  end  of  the  spectrum  census  tract  or  community 
area  data  suggested  elevated  rates  of  alcoholism  and  suicide  for  persons 
living  alone.     Survey  data,  however,  suggest  that  the  pathological 
effect  of  living  alone  may  be  attributed  to  the  simple  fact  that  there 
is  not  likely  to  be  another  person  to  intervene  if  a  personal  problem 
reaches  a  critical  point.     Overall,  living  arrangements  and  the  social 
positions  people  occupy  in  those  arrangements  have  a  substantial  effect 
on  the  mental  health,  well-being  and  quality  of  life  of  individuals. 

5.      Institutional  Development 

Institutional  Programs  in  Reproductive  Sciences  Research  (IPRSR's  - 
Program  Projects  and  Research  Centers. 

IPRSR  grants  are  awarded  to  leading  institutions  in  the  United 
States  to  enable  them  to  establish  Program  Projects  and  Research  Centers 
on  the  basis  of  long  term  commitments  of  support  for  the  combination  of 
research  projects,  services  and  facilities  and  research  environments 
required  for  the  establishment  and  maintenance  of  interdisciplinary 
reproductive  sciences  research  programs  of  high  quality.     Because  of 
their  large  size  and  complexity,  some  of  the  research  problems  in  the 
reproductive  sciences  cannot  be  solved  by  the  individual  investigator 
working  alone  in  his  discipline  or  in  relative  isolation  from  scientists 
of  other  disciplines.    For  their  solution  these  problems  require  the 
concerted  efforts  of  highly  skilled  scientists  from  a  variety  of  disci- 
plines.   Ascertainment  of  the  mechanism  of  action  of  reproductive  hor- 
mones is  an  example  of  reproductive  sciences  goals  that  are  likely  to  be 
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achieved  only  by  investigative  teams  comprised  of  scientists  chosen  on 
the  basis  of  potential  contributions  from  their  respective  disciplines 
and  their  willingness  to  work  together  toward  common  research  objectives. 

The  three  IPRSR  programs  are:     Program  Projects  (POl's);  Reproductive 
Sciences  Research  Centers  (P30's);  and  Specialized  Reproductive  Sciences 
Research  Centers  (P50's).     Program  Project  grants  are  designed  especially 
for  small  groups  of  investigators  who  require  support  for  research  pro- 
jects and  research  resources  for  the  conduct  of  interdisciplinary  research 
on  a  specific  reproductive  sciences  problem.     Reproductive  Sciences  Research 
Center  grants  are  awarded  to  institutions  for  the  support  of  the  organiza- 
tional framework  and  research  resources  required  to  increase  the  quality 
and  productivity  of  ongoing  reproductive  sciences  research  projects  of  high 
quality.     Specialized  Reproductive  Sciences  Research  Center  grants  are 
awarded  to  institutions  for  support  of  reproductive  sciences  research 
areas  specified  by  the  NICHD. 

Institutional  Development  During  FY  1980 

A  total  of  21  Institutional  Programs  were  supported  during  the  period 
from  October  1,  1979  to  September  30,  1980.     Of  these  programs,  4  were 
Program  Projects,  5  were  Reproductive  Sciences  Research  Centers,  and  12 
were  Specialized  Reproductive  Sciences  Research  Centers. 

The  recipient  institutions  and  principal  research  areas  of  the 
Program  Projects  supported  during  the  period  from  October  1979  to 
September  1980  are:     1)  The  University  of  Pennsylvania  -  biochemical 
and  biological  events  in  reproductive  processes  prior  to  implantation; 
2)  University  of  Texas  at  Dallas  -  neuroendocrine  and  behavioral  inter- 
relationships;  3)  University  of  California  at  San  Diego  -  neuroendocrin- 
ology  of  reproduction;  and  4)  Salk  Institute  for  Biological  Studies  - 
neuropeptides  in  reproduction. 

The  recipient  institutions  and  principal  research  areas  of  Repro- 
ductive Sciences  Research  Centers  supported  during  the  same  period  are: 
1)  Vanderbilt  University  -  reproductive  physiology  and  endocrinology;  2) 
Baylor  Medical  College  -  mechanism  of  hormone  action;  3)  Harvard  Univer- 
sity -  reproductive  biology  and  human  reproduction;  4)  University  of  Texas 
at  San  Antonio  -  reproductive  mechanisms;  and  5)  University  of  California 
at  San  Francisco  -  reproductive  endocrinology. 

The  recipient  institutions  and  principal  research  areas  of  the 
Specialized  Reproductive  Sciences  Research  Centers  supported  during  the 
same  period  are:     1)  University  of  Michigan  -  reproductive  endocrinology 
from  molecular  to  physiological  levels;  2)  University  of  Texas  at  Austin  - 
control  mechanisms  at  molecular  to  organismic  levels;  3)  Case  Western 
Reserve  University  -  reproductive  biology  of  events  from  ovulation  to 
implantation;  4)  University  of  Texas  at  Houston  -  male  reproductive 
function;  5)  University  of  Washington  -  gamete  transport  in  mammals;  6) 
Mayo  Foundation  -  mechanism  of  action  and  molecular  biology  of  reproduc- 
tive hormones;  7)  S^alk  Institute  for  Biological  Studies  -  neuroendocrinology 
of  reproduction;  8)  University  of  Washington  -  reproductive  medicine  and 
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andrology;  9)  Columbia  University  -  reproductive  biochemistry  and  medicine; 
10)  The  Oregon  Regional  Primate  Center  -  events  that  control  fertility  in 
primates;  11)  The  Population  Council  -  reproductive  endocrinology;  and  12) 
University  of  Pittsburgh  -  primate  reproduction. 

Institutional  Programs  in  the  Social  and  Behavioral  Sciences  Aspects  of 
Population  Research 

Three  kinds  of  Institutional  Programs  in  Population  Research  are 
supported  at  major  institutions  in  the  U.S.:     Program  Projects,  Population 
Research  Centers,  and  Specialized  Population  Research  Centers.  Support 
for  these  institutional  programs  enables  coordinated,  highly  skilled 
groups  of  behavioral-social  scientists  in  a  variety  of  disciplines  to 
organize  and  conduct  multidisciplinary  population  research  programs. 
These  programs  are  designed  to  attack  complex  population  problems  that 
cannot  be  adequately  studied  by  an  individual  investigator  working 
alone. 

Institutional  Development  During  FT  1980 

Population  Research  Centers     (A  Population  Research  Center  grant 
provides  for  centralized  services  and  facilities  required  for  enhance- 
ment of  the  quality  and  productivity  of  extant  population  research 
projects. ) 

Population  Research  Centers  focusing  on  the  major  research  areas 
indicated,  are  located  as  follows:   (1)  University  of  Wisconsin  at 
Madison-demography  and  human  ecology;   (2)  University  of  Texas  at  Austin- 
demography  of  minority  groups  and  population  change  and  distribution; 
(3)  The  Johns  Hopkins  University-demography,   teenage  fertility,  and 
reproductive  biology;   (4)  Princeton  University-demography,  population 
economics,  and  statistics;    (5)  University  of  Washington-fertility, 
mathematical  demography,  and  human  ecology;   (6)  University  of  Michigan- 
fertility,  population  distribution  and  differentiation,  and  economic 
demography;   (7)  University  of  Pennsylvania-fertility,  population  movement, 
and  economic  demography;   (8)  University  of  North  Carolina-fertility, 
family  planning,  migration,  and  population  statistics. 

Specialized  Population  Research  Centers     (Specialized  Population 
Research  Center  grants  provide  for  the  support  of  a  comprehensive  popu- 
lation research  program  that  is  specifically  responsive  to  research 
areas  specified  by  the  CPR.) 

Two  Specialized  Population  Research  Centers  are  being  funded.  The 
Center  at  the  Rand  Corporation  has  two  major  foci:   (1)  the  demography  of 
families  and  households  and  (2)  regional  and  local  population  changes. 
The  Center  at  the  National  Opinion  Research  Center  specializes  in  the 
economic  demography  of  the  family. 


78-363  0-81-43 
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6 .       Population  Research  Manpower  Development 

Reproductive  Sciences  Research  Manpower  Development 

Within  the  context  of  the  NICHD  mandate  to  facilitate  the  develop- 
ment and  maintenance  of  reproductive  sciences  research  programs  of  high 
quality,  the  Institute  supports  the  development  of  highly  skilled 
reproductive  sciences  research  manpower  through  the  following  mechan- 
isms:    1)  individual  postdoctoral  fellowships;  2)  institutional  training 
grants;  and  3)  research  career  development  awards. 

Individual  postdoctoral  fellowships  are  awarded  to  men  and  women 
who  have  recently  obtained  a  terminal  degree  with  emphasis  in  one  or 
more  disciplines  of  the  reproductive  sciences.     These  awards  are  made  to 
young  people,  for  up  to  three  years  of  support,  to  enable  them  to  choose 
a  research  trainer  commensurate  with  their  interests  and  to  devote  full 
time  to  the  development  of  expertise  in  an  eligible  field  of  reproductive 
sciences  research.     There  are  currently  78  of  these  postdoctoral  fellow- 
ships. 

Institutional  training  grants  are  awarded  to  leading  institutions 
in  the  United  States  with  outstanding  trainers  to  enable  them  to  esta- 
blish and  to  maintain  an  appropriate  environment  for  reproductive  science 
research  training  of  high  quality.     At  present  there  are  25  institutions 
providing  funds  from  26  research  training  grants  for  support  of  predoc- 
toral  and  postdoctoral  research  trainees  selected  by  the  recipient 
institutions.     There  are  56  predoctoral  fellows  and  44  postdoctoral 
recipients  of  institutional  research  training  in  the  reproductive  sciences. 

Research  career  development  awards  are  made  to  selected  senior 
postdoctoral  candidates  nominated  by  their  universities  as  having 
outstanding  research  potential.     The  purpose  of  this  award  is  to  enable 
the  candidate  selected  to  obtain  release  from  teaching  and  administra- 
tive responsibilities  for  five  years  in  order  to  devote  full  time  to  the 
development  of  a  research  program.     This  program  at  present  supports  27 
promising  scientists  and  one  existing  research  career  award  to  an  esta- 
blished investigator. 

Social  and  Behavioral  Sciences  Research  Manpower  Development 

Institutional  Fellowships 

The  NICHD  awards  grants  for  the  support  of  institutional  behavioral- 
social  population  research  training  programs,  and  for  the  support  of 
behavioral-social  predoctoral  and  postdoctoral  trainees.     During  fiscal 
year  1980,  the  NICHD  awarded  population  research  training  grants  to  12 
behavioral-social  programs  at  the  following  institutions  (the  number  of 
awarded  predoctoral  and  postdoctoral  traineeships  are  given  in  parentheses) 
Princeton  University  (6  pre);  University  of  Wisconsin  at  Madison  (3  pre, 
1  post);  University  of  Michigan,  Economic  Demography  (10  pre);  Univer- 
sity of  Michigan,  Population  and  Human  Ecology  (8  pre,  1  post);  Brown 
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University  (9  pre);  University  of  Texas  at  Austin  (6  pre);  Florida  State 
University  (5  pre) ;  University  of  Pennsylvania  (4  pre) ;  Yale  University 
(3  pre,   3  post);  University  of  Chicago  (5  pre);  University  of  North 
Carolina,  Population  Studies  (12  pre,  4  post) ;  University  of  North 
Carolina,  Population  Statistics  (5  pre,  2  post) .     A  total  of  76  predoctoral 
and  11  postdoctoral  traineeships  were  awarded. 

Individual  Postdoctoral  Fellowships 

Eight  behavioral-social  postdoctoral  fellowships  were  awarded 
during  fiscal  1980. 

7 .       Coordination  and  Communication 


The  coordination  of  Federal  population  research  programs  and  the 
communication  of  biomedical  and  behavioral  research  information  in  the 
population  sciences  has  been  carried  out  in  FY  1980  through  the  following 
activities: 

Interagency  Committee  on  Population  Research  (ICPR) ,  enhances  the 
coordination  of  population  research  activities  supported  by  Federal 
agencies  and  facilitates  the  exchange  of  information  and  ideas  among 
Federal  programs  involved  with  population  research.     The  ICPR  was  estab- 
lished by  the  Secretary  of  HEW  on  October  5,  1970,  and  has  been  extended 
by  the  Secretary  of  HHS  through  June  30,   1982.     The  Committee  is  chaired 
by  the  Director  of  CPR,  NICHD  and  reports  to  the  Deputy  Assistant  Secretary 
for  Population  Affairs.     It  is  comprised  of  representatives  from  the 
various  Federal  agencies  concerned  with  research  related  to  human  popula- 
tion problems.     The  major  products  of  the  ICPR  are  the  following  two 
publications  produced  annually  with  the  assistance  of  NICHD' s  Office  of 
Planning  and  Evaluation. 

Inventory  and  Analysis  of  Federal  Population  Research  for  fiscal 
year  1979  was  issued  by  the  ICPR.     This  report  contains  (1)  a  description 
of  the  background  and  role  of  the  ICPR;   (2)  a  statistical  analysis  with 
fiscal  tables  by  research  areas  and  supporting  agencies;   (3)  a  detailed 
inventory  of  all  Federally  supported  population  research  projects  classi- 
fied according  to  the  major  research  category;    (4)  a  listing  of  projects 
started  in  FY  1979;  and  (5)  a  membership  list  of  the  ICPR. 

Federal  support  for  population  research  maintained  a  substantial 
growth  rate  in  FY  1979.     The  total  of  $126.5  million  was  13  percent 
greater  than  the  $112.0  million  provided  in  FY  1978,  but  in  terms  of 
constant  dollars  it  represented  4  percent  in  real  growth.     There  were 
1,193  research  projects  in  progress  during  FY  1979,  which  constitutes  a 
7  percent  gain  over  the  1,120  projects  reported  in  FY  1978.     The  Depart- 
ment of  Health,  Education,  and  Welfare  provided  $96.2  million,  or  76 
percent  of  the  research  total  in  FY  1979.     The  Agency  for  International 
Development  reported  $24.0  million  or  19  percent  of  the  total.  The 
only  other  agencies  obligating  more  than  one  million  dollars  were  the 
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National  Science  Foundation  with  $2.4  million  and  the  Department  of 
Energy  with  $1.8  million  in  FY  1979. 

Inventory  of  Private  Agency  Population  Research  for  calendar  1978 
was  published  by  the  ICPR.     This  report  provides  information  on  the 
population  research  projects  sponsored  by  the  major  U.S.  private  organi- 
zations in  this  field.     These  three  principal  private  agencies  involved 
with  research  in  the  population  sciences,  the  Ford  and  Rockefeller 
Foundations  and  the  Population  Council,  have  provided  the  data  on  their 
research  projects  in  the  same  way  as  the  Federal  agencies  and  the  information 
has  been  published  in  the  identical  format  as  the  Federal  Inventory. 

Funding  of  population  research  by  the  three  private  agencies  in 
1978  declined  in  both  current  and  constant  dollars  from  the  previous 
year.     Total  current  dollars  decreased  10  percent  to  $14.0  million  and 
constant  dollars  decreased  16  percent  to  $9.5  million.     The  total  number 
of  projects  funded  increased  to  312  in  1978  from  299  for  the  prior  year. 
Of  the  total  $14.0  million  expended  for  population  research,  the  Ford 
Foundation  continued  to  contribute  the  largest  amount,   $5.9  million  (42 
percent),  followed  by  the  Population  Council  with  $4.3  million  (31 
percent)  and  the  Rockefeller  Foundation  with  $3.8  million  (27  percent). 

Population  Research  Monographs  published  by  the  Center  through  the 
Government  Printing  Office  furthers  the  dissemination  of  information  in 
the  population  sciences.     These  books  provide  a  review  of  the  state-of- 
the-art  or  report  on  progress  in  specialized  areas  of  population  research 
in  the  biomedical  or  social  sciences,  and  indicate  future  research 
directions  to  obtain  needed  knowledge.     The  Center's  conferences  and 
workshops  also  result  in  publications  which  constitute  a  valuable  addi- 
tion to  the  population  research  literature. 

The  Center  enters  progress  and  final  reports  of  grants  and  contracts 
selected  by  our  Branches  into  the  National  Technical  Information  Service 
(NTIS)  in  order  to  facilitate  the  dissemination  of  information  on  research 
findings  and  thus  further  the  transfer  of  knowledge.     NTIS,  part  of  the 
U.S.  Department  of  Commerce,  is  being  utilized  since  they  are  the  central 
source  for  the  public  sale  of  scientific  and  technical  reports  of  U.S. 
Government  sponsored  research  and  development,  and  they  also  comprise 
the  largest  documentation  center  in  the  world  for  the  public  distribution 
of  scientific  publications. 
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FOOD   AND   DRUG  ADMINISTRATION 
FAMILY  PLANNING 


Food   and   Drug  Administration   (FDA)    programs,  within 
the  Department    of  Health   and   Human   Services    (DHHS),    are  author- 
ized by   the   Food,    Drug  and   Cosmetic   Act    of   1938,    as  amended. 
The  FDA  approves   contraceptive   drugs    for   safety   and  effective- 
ness  before    they   are  marketed   and  maintains    surveillance  over 
both   contraceptive   drugs    and    "non-drug"   contraceptive  devices 
(those  which   do   not    incorporate   releasable  metals    or  drugs) 
after   they   are  marketed.      The  Medical   Device   Amendments  of 
1976,    enacted   on  May   28,    1976,    provide   FDA  with   the  authority 
for  more   extensive    regulatory  controls    over  contraceptive 
devices    such   as    intrauterine   devices    (IUDs)    and  intravaginal 
devices.      The   agency   is   currently   developing   regulations  to 
implement    the   provisions    of   the   new   law.    FDA   involvement  in 
population   research   and   family   planning   services    is  directed 
t  oward  : 


(1)  Sponsoring   or  monitoring   the   progress  of 
research   necessary   to   carry   out    its  regula- 
tory  responsibilities    relating   to  oral 
contraceptive  safety. 

(2)  Using  its  regulatory  functions  with  regard 
to  the  safety  and  effectiveness  of  contra- 
ceptive  drugs    and  devices. 

(3)  Maintaining   a   reporting   system  which    serves    as  a 
clearing-house    for    information   concerning  adverse 
reactions    associated   with  contraceptives. 


The    first    oral    contraceptive    agents   were    approved  by 
FDA   for   general   use    in   1960.      By   1978,    over   60   such   agents  were 
on   the  market.    In   1976   the  marketing   of   sequential    oral  contra- 
ceptives  was  discontinued. 

Having   published    its   "Second   Report    on   the   Oral  Contra- 
ceptives"  in  August    1969,    the   FDA  Obstetrics    and  Gynecology 
Advisory  Committee   continues    to   assist    in   activities   related  to 
family   planning.      This   Committee,    rechartered    in   1977   as  the 
Fertility   and  Maternal   Health  Drugs   Advisory  Committee,  has 
participated   in   revising   oral    contraceptive    labeling,  in 
updating   guidelines    for   clinical    investigations   of   oral  contra- 
ceptives,   and   in   evaluating   the    influence    of   estrogen  content 
on  the   thromboembolic   action   of  oral  contraceptives. 
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The  Committee  has    also   deliberated   upon   the   problem  of  the 
tumorigenic    action   of  certain   steroidal   contraceptives    and  has 
assessed   the    safety   and   efficacy   of   certain   sys t emic al ly-admini- 
stered   contraceptives   and   IUDs    incorporating  releasable  metal 
or   a  hormone. 


FDA  provides    expert    advice    to   the   pharmaceutical  industry 
and   the   academic    community   in   the   conduct    of    studies    to  obtain 
data   on   the   safety   and   efficacy   of   contraceptive   drugs.  In 
addition,    FDA  solicits    the   views    of   consumers    and   other  interest 
ed   parties   on  proposed   consumer    information  materials  to 
accompany   the   contraceptive  market  package. 


FDA  has    initiated   several    research   projects   over   the  past 
12   years    to   develop   adequate    information   to   assure   the  safety 
and   effectiveness   of   contraceptive   drugs    and   devices.  The 
agency     has    supported   investigation   of   the   potentially  carcino- 
genic  and   diabetogenic    effects   of   certain   oral  contraceptive 
steroids    in    long-range    studies    in   Rhesus  monkeys    and  beagle 
dogs    at    the   International   Research   and   Development  Corporation 
in  Mattawan,    Michigan.      These    studies    followed   the  protocol 
prescribed   by   FDA  to   the   pharmaceutical   manufacturers    in  1967. 
The   long-range    investigation    is    intended   to   provide  some 
indication   of   the   possible   carcinogenic  hazard   to  long-term 
human  users   of   the   contraceptives,    as   well   as    any   other  possible 
toxicity   to   target    organs    or   systems.      The   dog   studies  were 
completed,    with    the  Armed   Forces   Institute   of  Pathology  provid- 
ing a   repository   for   all    records,    tissues,    blocks   and  slides 
pertaining   to   the   dog  and   monkey   studies.    The  monkey  studies 
continued  through   1979.      All   adverse   effects,  particularly 
tumorigenic ity,    carcinogenicity,    diabetogenic    potential  and 
endocrine    imbalance   have   been   studied   during   the   course   of  the 
contract.      On   the   basis   of   these    studies,    and   those  performed 
by    industry   on   some   products,    several    administrative  decisions 
were  made   over   the   past    10  years:      to   stop  clinical  investiga- 
tions  on   some   products,    to   cease  marketing   of   some  marketed 
products,    to    limit    the   clinical    investigation   and  use  of 
one   product    and   to  permit   continued    investigation   and   use  of 
still    other   products.      FDA  has    accepted   the    final    report    on  the 
completed  studies. 


FDA  has    awarded   a   grant    to   the   Boston  University    for  the 
Boston  Collaborative   Drug   Surveillance   Program  to   study  acute 
and   long-term  toxicity   of   drugs.      Data   on   oral  contraceptives 
and   estrogen  usage    is    accumulated   and   studied    in  conjunction 
with   disorders   of   the    female    reproductive    organs,    as   well  as 
other   disorders . 
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Through   a  contract   with   the   Boston  University  Medical 
Center,    FDA  has    supported   a   study   on   the    long-term  effects  of 
drugs.      The    objective    of   this   contract    is    to   develop   a  syste- 
matic   and   statistically  controlled  monitoring   system  to  contin- 
uously  screen    important   drugs   used   on   an   outpatient   basis  for 
possible   relationships   between   important   disease   and  regular 
drug  use.      Oral   contraceptives    and   estrogens    are   drugs  often 
used   regularly   over    long   periods,    and   disorders    of   the  female 
reproductive    organs    are   conditions    often   studied    in   relation  to 
regular   drug  use. 


Utilizing   funds    from   the   PL-480   program   in  Yugoslavia, 
FDA  has    also   continued   to   support    two   Collaborative  Programs 
relating   to   the   safety   of   oral    contraceptives.      The  first 
collaborative   study  began   at    the   University   Teaching  Hospital 
for   Obstetrics    and   Gynecology,    and   the   Family   Planning  Institute 
in  Ljubljana,    Yugoslavia    in   1969.      Two   studies   were  conducted 
under   this    project:      (1)    an   outcome   of   pregnancy   study,  to 
determine    in   a   small   controlled   study    (the    offspring   of  200 
mothers)   whether   congenital   anomalies    or    abnormal  karyotypes 
develop    in   the    offspring   of  women  using   oral  contraceptives 
within   three  months    of  conception;    and    (2)    a   cervical  cytology 
study,    to   determine    in   a   large    observational    study    (over  32,000 
women  have   been   entered)   whether   oral   contraceptives  increase 
the   risk   of  cervical    cancer    as   compared   to  users    of  mechanical 
devices   or   no  method.      Data  were   collected   up   to  mid-1976,  and 
are   now  on  magnetic    tape.      A   final    report    on   the   outcome    of  the 
pregnancy   study,    received   by  FDA   in  March   1977,    showed  no 
essential    differences   between   the   test    and   the   control  group, 
as    far   as    the    offspring  were   concerned.      Data   on   the  cervical 
cytology   study  has   now  been   analyzed   and   tabulated  using 
computer   techniques   developed   with    a   previous    tape   and  the 
final    report    is   being  prepared. 

A  second   FDA  PL-480   project    at    the   Institute   of  Hygiene 
and   Social   Medicine    in   Sarajevo,    Yugoslavia,    is   expected  to 
continue    through   June,    1981.      The    objectives    of   this  study 
are:    (1)    to   determine    if    there    is   any   relationship  between  oral 
contraceptive   drug   use    and   abnormalities    in   cervical  cytology 
and  histology;    and    (2)    to   determine  whether   any  relationship 
exists   between   oral    contraceptive   use  within   three  months 
of   conception,    or   use    of    sex   steroids   during   pregnancy,  and 
congenital   anomalies    in   the    offspring   of  women  using  these 
drugs.      Under   the    first    portion   of   the    study,    data  was  received 
from   16  county  health   centers    on   6,470   subjects    in  Sarajevo 
during   this    fiscal   year.      Correlations   were  made  between 
findings    and   the   use    or   non-use   of   a   single    oral  contraceptive 
(Stediril ) . 
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Health  Services  Administration 
Family  Planning 

The  Health  Services  Administration  (HSA)  is  the  major  administrative 
support  agency  for  Federal  programs  of  subsidized  family  planning  services. 
In  the  HSA,  family  planning  services  activities  are  administered  by  the 
Eureau  of  Community  Health  Services  (BCHS) ,  the  Indjan  Health  Service 
(IHS),  and  the  Bureau  of  Medical  Services  (BMS) . 

Review  and  approval  of  services  project  grant  applications  is  carried 
out  in  the  Department  of  Health  and  Human  Services  (HHS)  Regional  Offices. 
Regional  Family  Planning  (FP)  Program  Consultants  serve  as  coordinators  for 
family  planning  activities  in  each  region. 

The  BCHS  administers  family  planning  activities  under  two  major 
legislative  authorities:     the  "Family  Planning  Services  and  Population 
Research  Act  of  1970"  (P.L.  91-572),  which  established  Title  X  of  the 
Public  Health  Service  Act  and  was  subsequently  amended  by  P.L.  93-45,  P.L. 
94-63,  and  P.L.  95-613;  and  Title  V  of  the  Social  Security  Act  as  amended 
by  the  "Child  Health  Act  of  1967"  (P.L.  90-246)  and  the  "Public  Debt 
Limitation  Act  of  19"3»*  (P.L.  93-53). 

Title  X  of  the  Public  Health  Service  (PHS)  Act  authorizes  project 
grants  for  voluntary  family  planning  services,  grants  and  contracts  for 
continuing  professional  education  for  family  planning  services  personnel, 
grants  and  contracts  for  services  delivery  improvement  research,  and  grants 
and  contracts  for  family  planning  information  and  education.  Categorical 
project  grants  under  Title  X  of  the  PHS  Act  represent  the  major  Federal 
source  of  direct  funding  for  family  planning  services. 

Title  V  of  the  Social  Security  Act  (SSA)  authorizes  maternal  and  child 
health  formula  grants  to  assist  States  in  extending  and  improving  their 
services  for  promoting  the  health  of  mothers  and  children,  especially  in 
rural  areas  and  areas  suffering  from  severe  economic  distress.    P.L.  90-24b 
specifies  that  not  less  than  6  percent  of  the  annual  appropriations  under 
Title  V  of  the  SSA  must  be  available  for  family  planning  services. 

The  broad  purposes  of  P.L.  91-572  (which  establishes  Title  X  of  the  PHS 
Act)  are  stated  in  the  law  as  follows: 

1.  To  assist  in  making  comprehensive  voluntary  family  planning 
services  readily  available  to  all  persons  desiring  such  services; 

2.  To  improve  administrative  and  operational  supervision  of  family 
planning  services; 

3.  To  enable  public  and  nonprofit  private  entities  to  plan  and  develop 
comprehensive  programs  for  family  planning  services; 

4.  To  develop  and  make  readily  available  information  (including 
educational  materials)  on  family  planning  to  those  desiring  such 
information; 
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5.  To  evaluate  and  improve  the  effectiveness  of  family  planning 
service  programs;  and 

6.  To  assist  in  providing  trained  personnel  needed  to  effectively 
ca~ry  out  family  planning  programs. 

The  priority  target  group  for  family  planning  services  is  10  million 
women  at  risk  of  unplanned  pregnancy.    This  group  includes  5  million 
adolescent  women,  ages  15-19  and  5  million  women  ages  20-55  in  families 
with  incomes  below  150  percent  of  poverty. 

The  BCHS  allocates  Title  X  funds  to  the  10  HHS  Regional  Offices.  The 
Regional  Office  officials  make  grant  awards  to  service  providers  and 
monitor  grantee  performance.    The  BCRs  distributes  Title  V  of  the  Social 
Security  Act  (Maternal  and  Child  Health)  funds  to  the  States  as  prescribed 
by  a  legislated  formula  based  on  each  State's  population.    The  States  must 
use  Title  V  funds  for  programs  of  projects  which  include  family  planning 
services  as  one  type  of  project.    The  BCHS  monitors  the  use  of  Title  V 
funds.    The  organized  family  planning  service  providers,  funded  by  Federal, 
State,  and  local  governments,  and  nonpublic  agencies,  are  expected  to 
provide  services  to  about  4.9  million  patients  in  fiscal  year  1961.  Title 
X  funds  awardeo  to  222  grantees  will  provide  partial  support  to  5,125 
clinics  which  will  serve  an  estimated  j.9  million  of  these  patients. 

In  i960,  Title  X  funds  ($155,665  million)  were  a  little  less  than  50 
percent  of  the  funds  available  to  organized  providers  of  family  planning 
services.    Title  V  funds  ($25  million),  indirect  Federal  funding  from  Title 
XIX  and  XX  of  the  SSA  ($78  million),  and  State  and  local  governments  and 
nonpublic  agencies  ($62  million)  were  the  sources  of  the  rest  of  the  funds. 

Grantees  that  receive  funds  from  Title  X  are  required  to  provide 
comprehensive  voluntary  family  planning  services  which  include  a  wide  range 
of  health  screening  procedures.    Services  are  provided  in  clinic  settings 
by  health  departments,  hospitals,  neighborhood  health  centers,  planned 
parenthoods,  mother  and  infant  care  centers,  and  other  public  and  private 
nonprofit  agencies  and  through  private  physicians  under  contract  to 
organized  provider  agencies. 

The  program  supports  infertility  projects  that  provide  more  accessible 
and  affordable  services  to  couples  in  need  and  serve  as  resources  to 
deliver  basic  infertility  services.    The  intent  is  to  alleviate  the 
hardships  associated  with  the  inability  to  have  children  when  they  are 
planned.    These  projects  will  continue  to  serve  as  models  which  can  be 
replicated  in  other  areas  and  serve  as  referral  centers  for  a  wide 
geographic  area. 

In  1961  and  1962,  the  BCHS  will  work  with  Regional  Office  staff  to 
improve  access  to  family  planning  services.    Emphasis  will  continue  to  be 
placed  on  developing  formal  linkages  with  community  agencies  providing 
services  to  high  risk  clients.    Support  for  55  community  education  projects 
will  be  continued.    The  objectives  of  these  projects  a^e  to  promote  family 
planning  to  high  risk  populations  as  a  desirable  service;  to  assist  parents 
to  better  communicate  with  their  children  about  sexual  matters;  to  assist 
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youth-service  agencies  and  other  community  organizations  to  share  the 
responsibility  for  educating  adolescents  about  sexuality  and  responsible 
decisionmaking;  and  to  develop  strategies  to  improve  access  to  services. 
Ongoing  projects  will  continue  an  emphasis  on  increasing  awareness  among 
young  men  regarding  the  need  for  sexual  responsibility. 

Continuing  professional  education  programs  will  emphasize  efficient  and 
effective  clinic  operations.    Included  are  financial  planning,  cost 
control,  billing  procedures  and  current  clinical  practice.    Emphasis  will 
also  be  place  on  improving  services  for  specific  client  groups,  e.g., 
adolescents  and  the  handicapped.    Education  of  nurse  practitioners  will 
continue  to  be  emphasized  and  upgraded  in  order  that  programs  can  meet 
State  certification  requirements. 

The  services  delivery  improvement  program  is  operational  research  to 
assess  and  test  innovative  ways  of  delivering  services,  communication 
strategies  to  reach  the  "hard-to-reach"  and  to  develop  tools  to  assess  and 
improve  quality  of  care.    This  activity  also  supports  special  assistance  to 
local  projects  in  maintaining  sound  fiscal  and  clinical  services. 

In  1961,  increased  emphasis  will  be  given  to  quality  of  care, 
communication  between  provider  and  patient,  and  to  expand  opportunities  for 
community  participation  and  education.    Funds  will  support  demonstration 
projects  designed  to  test  community  ambience;  to  improve  patient/provider 
interaction;  to  increase  consumer  involvement  in  patient  information  and 
education;  and  to  increase  parental  participation  in  services  delivery  for 
adolescents.    Where  feasible,  studies  and  demonstration  projects  are 
jointly  supported  with  other  HHS  programs  such  as  the  IHS,  Center  for 
Disease  Control,  National  Institute  for  Child  Health  and  Human  Development, 
and  the  Alcohol,  Drug  Abuse  and  Mental  Health  Administration. 

The  information  and  education  activity  will  emphasize  assistance  to 
parents,  schools,  youth  agencies  and  health  providers  to  educate 
adolescents  and  preadolescents  concerning  growth  and  development,  human 
sexuality  and  responsibility.    Projects  will  include  the  development  of 
needed  materials  for  parents  and  youth,  a  series  of  television  public 
service  announcements  on  parent-child  communication,  and  culturally 
sensitive  materials  for  non-English  speaking  clients.  Educational 
materials  support  premarital  abstinence  as  a  reasonable  and  responsible 
choice.    The  role  of  the  parents  as  the  primary  provider  of  sex  education 
for  the  adolescent  is  also  supported.    Community  activities  are  coordinated 
with  schools,  social  service  agencies  and  other  health  care  providers.  In 
19M,  the  National  Clearinghouse  for  Family  Planning  Information  will 
complete  its  fifth  year  as  the  primary  mechanism  for  collecting  and 
disseminating  information  on  family  planning  and  related  topics  to  health 
professionals  and  the  general  public. 
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Indian  Health  Service 
Family  Planning 


The  1HS  of  the  Health  Services  Administration  provides  comprehensive 
health  services,  including  family  planning,  to  American  Indians  and  Alaska 
Natives  under  ?.L.  83-5b8.  The  IHS  has  been  active  in  the  field  of  family 
planning  since  fiscal  year  1965.  Family  planning  services  are  provided  in 
general  medical,  surgical  and  field  health  clinics  rather  than  in  separate 
family  planning  clinics. 

From  fiscal  year  1967  through  fiscal  year  1960,  the  number  of  women, 
aged  15-44,  that  were  provided  services  increased  by  143  percent.    This  is 
approximately  an  11  percent  increase  per  year,  leveling  off  in  the  past  5 
years.    In  fiscal  year  1960,  31 » 117  women  received  family  planning 
services.    Of  these  women,  5,645  were  new  patients  and  25,272  were 
continuing  patients.    The  31,117  who  were  rendered  services  during  fiscal 
year  1960  represent  between  1/4  and  1/5  of  the  estimated  total  136,492 
American  Indian  and  Alaska  native  women,  aged  15-44.    These  women  made 
59,122  visits  during  fiscal  year  1960,  an  average  of  1.9  visits  per  program 
participant.    The  proportion  of  the  population  participating  has  declined 
slightly  during  the  past  5  years  (26.4  percent  in  1975  to  22.3  percent  in 
1960).    The  average  number  of  visits  per  participant  in  the  program  has 
remained  relatively  constant  over  the  past  2  years. 
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Bureau  of  Medical  Services 
Family  Planning 


The  Department  of  Health  and  Human  Services  has  a  legislative  mandate 
to  provide  direct  health  ca^e  services  to  specified  beneficiaries  under  the 
provisions  of  the  Public  Health  Service  Act  and  the  Dependents'  Medical 
Care  Act.    This  »,esponsibility  is  discharged,  in  part,  through  the  EMS  and, 
within  the  bureau,  through  the  Division  of  Federal  Employee  Occupational 
Health  (DFEOH).    The  DFEOH  contracts  with  Federal  agencies  to  provide 
limited  health  care  services  to  their  employees. 

The  EMS  provides  comprehensive  health  care  services  to  American 
seafarers,  active  duty  members  of  the  U.S.  Coast  Guard,  members  of  the 
National  Oceanic  and  Atmospheric  Administration  and  to  active  duty 
Commissioned  Officers  of  the  United  States  Public  Health  Service  (PHS). 
Services  may  also  be  provided  to  retired  members  of  the  uniformed  services, 
to  dependents  of  active  duty  and  retired  members  of  the  uniformed  services 
under  the  authority  of  the  Dependent's  Medical  Care  Act,  and  to  selected 
community  residents. 

The  DFEOH  operates  156  clinics  in  Federal  installations  across  the 
country.    In  fiscal  year  1960,  the  DFEOH  served  an  estimated  population  of 
270,000  and  approximately  666,000  visits  were  made  for  medical  reasons. 

Health  ca^e  services  are  provided  by  the  EMS  through  9  hospitals  (8 
general  medical-surgical  and  1  specialty  hospital  for  the  treatment  of 
Hansen's  Disease),  27  freestanding  outpatient  clinics,  and  approximately 
400  contract  physicians,  dentists  and  hospitals  located  throughout  the 
United  States.    This  major  system  constitutes  a  nationwide  network  within 
the  Department  for  delivery  of  comprehensive  health  care  services,  for 
training,  and  for  research. 

Early  in  fiscal  year  19"8,  the  then  Secretary,  Mr.  Califano,  appointed 
an  Ad  Hoc  Advisory  Committee  to  examine  the  8  general  PHS  hospitals  and 
make  recommendations  regarding  the  future  use  and  focus  of  these  hospitals. 
The  report  of  the  Committee  was  submitted  to  the  Secretary  on  August  31, 
1976.    One  of  the  most  significant  of  the  Ad  Hoc  Committee's 
recommendations  was  that,  while  continuing  their  commitment  to  serve 
primary  beneficiaries  (principally  American  seafarers),  consideration 
should  be  given  to  the  broadening  of  the  mission  of  the  hospitals  to  permit 
a  greater  concentration  on  the  delivery  of  primary  care  services  to  the 
medically  undeserved. 

The  Ad  Hoc  Committee  also  recommended  that  the  EMS  should  relate 
closely  to  community  needs  and  the  planning  efforts  of  local  Health  Systems 
Agencies.    During  the  past  calendar  year,  the  8  general  medical  and 
surgical  hospitals  worked  closely  with  each  of  their  local  Health  Systems 
Agencies'  in  the  development  of  the  hospitals'  plan  so  that  the  resources 
of  the  hospitals  may  be  used  more  efficiently  in  responding  to  beneficiary 
and  community  needs. 
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Family  planning  services  provided  by  the  BMS  include  the  preparation 
and  provision  of  pharmaceutical  preparations,  oral  contraceptives, 
mechanical  devices,  and  surgical  sterilization  and  counseling.    All  PhS 
hospital  and  outpatient  clinics  provide  family  planning  services  upon 
request.    However,  precise  data  regarding  the  number  and  extent  of  family 
planning  services  rendered  in  freestanding  outpatient  clinics  cannot  be 
obtained  at  this  time,  as  many  visits  to  gynecology  and  other  clinics 
actually  include  family  planning  services  but  are  not  recorded  as  such.  It 
is  estimated  that  5,532  visits  were  made  to  family  planning  clinics  in  PHS 
hospitals  during  fiscal  year  1960. 

At  the  PHS  Hospital  in  New  Orleans,  Louisiana,  which  has  the  only 
obstetrical  service  within  the  BMS,  all  postpartum  patients  are  offered 
family  planning  information  and  services  as  part  of  the  followup  medical 
care.    During  fiscal  year  I960,  this  hospital  had  554  deliveries,  the 
majority  of  which  were  to  community  residents.    Also  during  fiscal  year 
1960,  it  is  estimated  that  approximately  1,530  of  the  visits  to  the 
gynecology  clinic  at  this  hospital  involved  family  planning  services. 

Community-oriented  family  planning  services  are  provided  at  the  PHS 
Hospital  in  Boston,  Massachusetts,  through  an  agreement  with  the  boston 
Department  of  Health  and  Hospitals.    The  program  is  staffed  by  personnel 
funded  through  family  planning  grants  and  the  hospital  provides  space  and 
backup  services.    During  fiscal  year  19*30,  the~e  were  3,064  visits  to  the 
family  planning  clinic  at  the  Boston  hospital.    This  program  has  been 
established  for  many  years  and  it  has  continued  to  grow  and  develop.    As  a 
result  of  the  planning  which  the  Boston  PHS  hospital  is  doing  with  the 
Health  Systems  Agency  and  other  institutions  in  the  city,  greater  program 
integration  and  improved  linkage  of  services  a^e  expected.    The  development 
of  better  coordination  with  related  local  programs,  such  as  Community 
health  Centers  and  Mental  Health  Centers,  to  improve  the  services  that  the 
Boston  PHS  Hospital  can  offer  to  its  family  planning  patients,  is  at 
present  underway. 

The  program  at  the  PhS  Hospital  in  Staten  Island,  New  York,  provides 
outpatient  and  inpatient  medical  services  for  clients  of  the  Family 
Planning  and  health  Clinics  of  the  Staten  Island  Community  Corporation. 
The  PHS  hospital  performs  a  particularly  valuable  service  for  this  clinic, 
in  that  the  critically  needed  medical  backup  expands  the  scope  of  services 
available  to  enrollees  in  th*  family  planning  program,  e.g.,  the  diagnosis 
and  treatment  of  tuberculosis  or  surgery  for  cancer  of  the  cervix,  he 
understand  that  the  FPHC  is  the  only  such  program  on  Staten  Island.  During 
fiscal  year  1960,  there  were  224  referrals  from  the  family  planning  clinic 
to  other  services  in  the  hospital. 

For  several  years,  the  PHS  Hospital  in  Seattle,  Washington,  has  been  an 
active  participant  in  Seattle's  network  of  community  clinics.  This 
hospital  provides  family  planning  services  in  conjunction  with  its 
gynecology  program. 

Due  to  the  greater  emphasis  by  the  system  on  the  delivery  of  primary 
health  care  services,  it  is  likely  that  the  family  planning  component  at 
most  of  the  PhS  faclities  will  expand.    Also,  as  the  system  engages  in 
greater  collaboration  with  others  to  increase  access  to  care  for  the 
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medically  underserved  in  support  of  local  Health  System  Agency  plans,  it  is 
conceivable  that  family  planning  programs  (especially  to  males)  would  be 
considered  for  development  and  implementation. 
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CENTERS   FOR  DISEASE  CONTROL 

Bureau  of  Epidemiology 

Family  Planning 

The  Centers  for  Disease  Control   (CDC)  provides  training  to 
Epidemic  Intelligence  Service   (EIS)  Officers  of  the  U.S.  Public 
Health  Service.     Some  individuals  in  the  EIS  program,   as  well  as 
other  CDC  career  staff  and  international  health  professionals,  are 
trained  in  an  epidemiologic  approach  for  evaluating  family  plan- 
ning, maternal/child  health,  and  population  programs.  Evaluation 
training  is  also  provided  to  State,   regional,   and  local  family 
planning  program  evaluators.     The  Family  Planning  Evaluation 
Division,  CDC,   provides  evaluation  assistance  to  the  Bureau  of 
Community  Health  Services  of  the  Health  Services  Administration, 
to  HHS  Regional  Family  Planning  Program  Consultants,   and  to  State 
and  local  health  agencies   in  the  evaluation  of  family  planning 
programs.     In  addition,  evaluation  assistance  is  provided  to 
international  health  agencies  and  national  programs  in  other 
countries  under  an  agreement  with  the  AID  Office  of  Population. 
EIS  Officers,  career  staff,  or  Public  Health  Advisors  are  assigned 
in  New  Jersey,  New  York  State,  Georgia,  and  Colorado,  to  improve 
and  maintain  data  processing  systems  for  family  planning  service 
statistics,   to  analyze  contraceptive  use  effectiveness  and  risks 
and  benefits  associated  with  contraception,   to  determine  the 
number  of  women  at  risk  of  unwanted  pregnancy  and  the  proportion 
of  these  women  receiving  services,   and  to  conduct  special  studies 
and  analyses  based  on  the  above  program  activities.     In  addition 
to  these  continuing  assignments,   short-term  assistance  is  given  to 
family  planning  programs  for  improving  program  management,  conduct 
ing  patient  flow  and  cost  analyses,   evaluating  family  planning 
program  performance,   and  conducting  contraceptive  utilization 
surveys . 

Legally  induced  abortion  is  one  of  the  most  frequent  surgical 
procedures  in  the  United  States  today.     To  assist  in  eradicating 
preventable  abortion-related  mortality  and  minimizing  morbidity, 
CDC  maintains  surveillance  of  abortion  encompassing  the  following 
5  genreal  functions:     (1)   compilation  and  analysis  of  national 
abortion  statistics,    (2)   investigation  of  all  abortion-related 
deaths,    (3)  study  of  medical  complications  of  abortion,    (4)  evalua 
tion  of  the  influence  of  public  policy  on  abortion-related 
morbidity  and  mortality,   and   (5)  performance  of  special  studies 
and  provision  of  technical  assistance.     First ,   in  collaboration 
with  individual  States,  CDC  collects  both  demographic  and  tech- 
nical information  on  women  obtaining  abortion.     As  the  legal 
status  of  abortion  has  changed,   the  national  total  has  expanded 
from  approximately  22,000  reported  abortions  in  1969  to  1,157,776 
in  1978.     CDC  publishes  a  statistical  analysis  of  reported  abor- 
tions in  its  annual  Abortion  Surveillance  Report.     The  second 
major  activity  in  abortion  surveillance  is  the  monitoring  of  all 
deaths  related  to  abortion.     The  number  of  deaths  has  declined 
from  132  in  1969  to  27  in  1978.     CDC  attempts  to  investigate  each 
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case  to  identify  risk  factors  and  to  ascertain  preventable 
performance  problems,  and  it  disseminates  these  findings  through 
national  meetings  and  publications.     The  third  major  activity  in 
abortion  surveillance  is  the  administration  of  the  Joint  Program 
for  the  Study  of  Abortion/CDC  (JPSA/CDC),  a  prospective  multi- 
center  study  of  early  complications  of  abortion.  Including 
reports  of  over  150,000  abortions  between  1971  and  1978,  JPSA/CDC 
represents  the  largest  abortion  study  performed  to  date  in  the 
world.     The  series  of  publications  from  this  work  have  updated 
existing  knowledge  of  abortion  morbidity  and  the  potential  for  its 
prevention  by  documenting  the  safest  possible  abortion  methods  for 
different  gestational  ages.     The  fourth  major  activity  in  abortion 
surveillance  is  evaluating  the  health  impact  of  public  policy 
decisions  on  abortion.     CDC  has  analyzed  different  national  data 
bases  to  determine  the  effect  of  the  increasing  utilization  of 
legal  abortion  on  abortion-related  deaths  and  hospitalizations  in 
the  United  States.     Moreover,  CDC  has  designed  specific  projects 
to  monitor  the  health  impact  of  2  recent  policy  issues:  restrict- 
ing public  funds  for  abortion  and  requiring  "informed  consent" 
provisions  for  women  obtaining  abortions.     The  f if th  major 
activity  in  abortion  surveillance  involves  conducting  special 
studies  and  providing  technical  assistance  related  to  abortion  at 
the  request  of  State  and  local  health  departments.     A  recent  study 
has  identified  factors  influencing  a  woman's  delay  in  obtaining 
abortion  in  the  area  of  high  accessibility.     Through  these  5 
abortion  surveillance  activities,  CDC  strives  to  minimize  the 
risks  to  the  increasing  number  of  women  seeking  abortion  each 
year.     Since  1972,  CDC  has  directly  assistned  the  States  of 
New  York,  Arkansas,  Kansas,  California,  New  Jersey,  Texas,  Illi- 
nois,  South  Carolina,   and  Colorado,   as  well. as  the  cities  of 
New  York,   Dallas,  Philadelphia,  Buffalo,  Chicago,   and  Portland 
(Oregon)  with  abortion-related  health  problems. 

Epidemiologic  field  investigations  of  the  medical  conse- 
quences of  fertility  control  methods  used  in  family  planning 
programs  continue  to  be  conducted.     Currently,   there  are  approxi- 
mately 20  million  women  in  the  United  States  who  have  used  oral 
contraceptives  at  some  time  in  their  lives.     However,   the  long- 
term  effects  of  oral  contraceptives  are  largely  unknown.     To  begin 
to  answer  such  questions,   CDC  has  designed  an  assessment  of  the 
association  of  oral  contraceptives  and  breast,  ovary,  and  endo- 
metrial cancer.     A  field  trial  was  conducted  in  June-August  1979 
to  test  the  questionnaire  and  field  procedures.     The  full-scale 
study  began  December  1,  1980. 

For  couples  where  the  woman  is  over  the  age  of  30  years, 
surgical  sterilization  is  the  most  common  form  of  contraception, 
more  common  even  than  6ral  contraception.     CDC  estimates  that  in 
1977  there  were  over  700,000  women  who  had  their  "tobes  tied."  In 
cooperation  with  the  National  Center  for  Health  Statistics,   CDC  is 
maintaining  surveillance  of  the  number  of  women  who  undergo  steri- 
lization operations  and  publishes  this  information  in  its  annual 
Tubal  Sterilization  Surveillance  Report.     CDC  has  recently  begun  a 
study  to  evaluate  medical  complications  of  surgical  sterilization. 


687 


61 

Also  recently  begun  is  investigation  of  death  associated  with 
sterilizing  operations  in  order  to  identify  ways  to  prevent  such 
deaths.     As  a  result  of  information  developed   in  these  studies,  it 
is  estimated  that  80%  of  deaths  and  50%  of  complications  asso- 
ciated with  sterilizing  operations  can  be  eliminated. 

Sex  Education  Activities 

The  Centers  for  Disease  Control   (CDC)   carries  out  part  of  the 
Department's  educational  approach  to  the  problem  of  unwanted 
adolescent  pregnancies.     Other  agencies  concerned,  with  which  CDC 
is  working  closely,   include  the  Office  of  Adolescent  Pregnancy, 
the  Office  of  Education,  and  the  Bureau  of  Community  Health 
Services.     The  role  of  CDC  is  to  assess  the  many  different  kinds 
of  sex  education  and  family  life  education  being  conducted  through 
various  provider  auspices,   i.e.,  health  agencies,  youth-serving 
organizations,  parent  and  other  community  organizations,  religious 
institutions,  public  media,  and  others,   as  well  as  the  public 
school  system;   to  determine  which  approaches  appear  to  have  a 
measurable  impact  on  the  problem  of  unwanted  pregnancies;   and  to 
develop  and  evaluate  model  programs  under  various  provider 
auspices . 

Unintended  pregnancies,  especially  among  adolescents, 
represent  a  major  national  problem  with  serious  medical,  social 
and  economic  consequences.     Activities  related  to  sex  education 
were  undertaken  at  CDC  as  an  alternative  to  abortion  in  seeking  to 
reduce  this  problem.     Since  pregnancy  is  a  result  of  individual 
behavior  choices,  educational  programs  designed  to  assist  young 
people  in  making  responsible  decisions  appear  to  offer  a  promising 
means  of  primary  prevention. 

CDC  programs  have  been  designed,   not  to  deliver  services,  but 
to  test  the  potential  of  sex  education  as  a  preventive  measure. 
CDC  initially  supported  a  nationwide  survey  of  existing  sex  educa- 
tion programs  under  various  auspices  including  schools,  church 
groups,  youth-serving  community  organizations,   and  others.  The 
principal  purposes  of  the  study  were  to  assess  the  degree  to  which 
these  programs  had  well-defined  objectives,   to  examine  their  evalu 
ation  procedures,   and  to  develop  improved  methods  for  evaluating 
the  effectiveness  of  sex  education  as  a  means  of  preventing 
unwanted  pregnancies. 

Based  on  this  initial  study,  published  in  1979,   CDC  is  now 
supporting  several  activities  desinged  to  develop  improved  sex 
education  programs  and  adequately  evaluate  the  success  of  compre- 
hensive sex  education  programs,  over  time,    in  reducing  undesirable 
health  consequences.     One  contract  will  develop  and  test  a  model 
program  to  involve  parents  as  active  and  effective  participants  in 
sex  education  for  their  children.     Another  is  testing  a  peer  educa 
tion  approach  among  minority  youth.     A  third  is  building  upon  10 
programs  identified  as  exemplary  in  the  first  study,   and  carrying 
out  carefully  designed  evaluations  to  determine  whether  in  fact 
such  programs  produce  changes  leading  to  measurable  health 
benef  its . 
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Results  of  these  developmental  contracts,   funded  in  FY  1979 
and  1980,  will  be  published  in  1982  and  disseminated  to  health  and 
education  professionals  and  others  concerned,  for  their  adaptation 
and  use  in  community  programs.     CDC  does  not  support  in  any  way 
the  actual  delivery  of  sex  education  programs. 
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OFFICE  OF  HUMAN  DEVELOPMENT  SERVICES 


Office  of  Program  Coordination  and  Review 

Family  planning  services  provided  through  State  agencies  that 
receive  Federal  funds  through  the  formula  grant  process  are  a  part  of 
social  services  programs  authorized  under  title  XX  of  the  Social 
Security  Act  (SSA).    These  programs  are  for  the  50  States  and  the 
District  of  Columbia.    Such  services  are  also  provided  under  titles 
I,  IV,  X,  XIV,  and  XVI  for  Guam,  Puerto  Rico,  the  Virgin  Islands  and 
the  Commonwealth  of  the  Northern  Mariana  Islands. 

Family  planning  services  funded  under  title  XX  of  the  SSA  are 
administered  by  the  Office  of  Human  Development  Services  (OHDS)  and 
include:    information  on  and  referral  to  available  resources, 
personal  counseling,  medical  services,  referral  for  medical  care 
and  follow-up. 

The  Social  Security  Amendments  of  1967  (P.L.  90-248)  require 
that,  under  title  IV-A  of  the  Social  Security  Act.  family  planning 
services  are  to  be  offered  to  all  appropriate  recipients  of  Aid  to 
Families  with  Dependent  Children  (AFDC).    Acceptance  of  such 
services  is  voluntary  and  is  not  a  prerequisite  to  eligibility  for 
any  other  service  or  financial  aid. 

The  Social  Security  Amendments  of  1972  (P.L.  92-603)  require 
States  to  offer  and  provide  promptly,  upon  request,  family  planning 
services  to  all  appropriate  AFDC  recipients  and  impose  a  penalty  of 
one  percent  per  annum  on  the  Federal  share  of  AFDC  funds  authorized 
for  States  which  failed  to  carry  out  these  requirements  in  the 
previous  year.    In  addition,  the  Act  increases  the  Federal  share 
of  matching  for  family  planning  services  from  75  percent  to 
90  percent. 

The  Social  Security  Amendments  of  1974  (P.L.  93-647)  added 
title  XX  to  the  SSA  to  provide  social  services  to  cash  recipients 
of  AFDC  and  SSI  and  to  other  low-income  individuals.  Under 
title  XX,  States  are  reimbursed  at  the  rate  of  90  percent  for  family 
planning  services  and  75  percent  for  all  other  social  services 
expenditures.    Title  XX  added  a  provision  that  States  must  expend 
at  least  50  percent  of  the  Federal  share  of  their  expenditures  on 
services  for  persons  receiving  or  eligible  for  AFDC,  SSI,  and/or 
Medicaid  and  categorically  related  individuals  and  families. 
According  to  the  title  XX  Comprehensive  Services  Plans  for  fiscal 
year  1980,  family  planning  services  were  to  be  available  in  50 
States. 
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64 

Office  of  Program  Coordination  and  Review  (Cont'd.) 


In  September  of  1976,  P.L.  94-401  amended  title  XX,  adding  a 
provision  that  gave  States  the  option  of  providing  family  planning 
services  to  all  persons  who  request  them,  without  regard  to  income 
An  increasing  number  of  States  are  providing  family  planning 
services  without  regard  to  income.    In  fiscal  year  1980,  41  States 
planned  to  provide  the  service  without  regard  to  income,  compared 
to  36  in  fiscal  year  1979  and  34  in  fiscal  year  1978. 

Largely,  family  planning  services  such  as  information  and 
referral  and  some  family  planning  counseling  are  being  provided 
directly  by  the  States'  local  title  XX  agencies.    Other  counseling 
and  medical  services  are  being  purchased  with  title  XX  funds  from 
public  health  agencies,  family  planning  clinics  and  private 
physicians.    More  than  half  the  States  (30)  coordinate  their 
family  planning  activities  with  the  title  XIX  Medicaid  program, 
which  also  funds  family  planning  services.    Some  States  use  only 
title  XIX  to  fund  family  planning  medical  services. 
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HEALTH  CARE  FINANCING  ADMINISTRATION 


Family  Planning  Services  funded  under  Title  XIX  are  administered  by  the  Health 
Care  Financing  Administration. 

The  Social  Security  Amendments  of  1965  (P.L.  89-97 — approved  July  5,  1965)  added 
Title  XIX,  "Grants  to  States  for  Medical  Assistance"  —  Medicaid  —  to  the  Social 
Security  Act.    Under  the  Federal-State  Medicaid  program,  participating  States 
are  required  to  provide  medical  assistance  to  all  recipients  of  cash  assistance. 
At  their  option,  States  could  also  finance  medical  care  for  certain  others  who 
met  the  requirements  for  cash  assistance  but  who  did  not  in  fact  receive  benefits, 
and  for  children  under  21  who  met  the  financial  requirements  of  the  AFDC  program. 
These  groups  are  called  the  "categorically  needy."    An  additional  group  that 
States  may  opt  to  cover  is  the  "medically  needy'V   i.e.,  those  persons  who  would 
otherwise  be  eligible  for  cash  assistance  except  that  the  level  of  their  income 
is  sufficient  to  sustain  themselves,  but  too  low  to  provide  necessary  medical 
care. 

Under  the  original  legislation,  inclusion  of  family  planning  services  was  a  State 
option.    However,  P.L.  92-603,  passed  in  October  1972,  made  coverage  of  family 
planning  services  for  the  categorically  needy  under  Title  XIX  mandatory  on  the 
States.     This  law  also  increased  the  rate  of  Federal  financial  participation 
for  family  planning  services  and  associated  administrative  costs  for  both  the 
categorically  and  medically  needy  to  90  percent  of  the  enactment  of  the  Bill. 

The  regulations  require  that  individuals  seeking  family  planning  services  under 
Title  XIX  must  be  free  from  coercion  or  mental  pressure  and  free  to  choose  the 
method  of  family  planning  to  be  used. 

Medicaid  is,  by  and  large,  a  program  administered  by  the  States.     The  definition 
of  family  planning  services  varies  among  the  States  and  included,  over  the  years, 
funds  expended  for  abortion  services  and  other  family- related  health  services 
which  do  not  meet  the  usual  criteria  for  family  services  as  estimated  in  Title  X 
of  the  Public  Health  Service  Act. 

Medicaid  estimated  that  $118  million  was  claimed  in  the  States  for  family 
planning  services  in  FY  1980.     Approximately  $2.3  million  of  this  was  for 
abortion  services  and  $29-5  million  was  spent  for  sterilizations.     Thus,  $86.9 
million  would  be  the  estimated  figure  for  family  planning  related  activities 
in  FY  1980. 
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APPENDIX 


Explanation  of  Tables 

The  financial  data  in  these  tables  is  intended  to  provide  actual  obligations  for 
family  planning  activities  and  estimates  for  FY  81-82.     For  most  agencies  and 
programs  the  data  represents  an  accurate  accounting  of  such  activities.  The 
Office  of  Adolescent  Pregnancy  Program  is  unable  to  provide  data  on  family  plan- 
ning activities  since  these  are  a  small  part  of  the  many  services  provided. 

Programs  funded  by  HCFA  and  OHDS  are  legislatively  mandated  by  Titles  XIX  and  XX 
of  the  Social  Security  Act  which  are  mainly  State  administered.     The  definition 
of  family  planning  services  varies  among  the  States  and  has  included,  over  the 
years,  funds  expended  for  abortion  services  and  other  family  related  health 
services  which  do  not  meet  the  universally  used  criteria  for  family  planning 
services  as  established  in  Title  X  of  the  Public  Health  Service  Act. 

In  Title  XX,  a  mainly  State-administered  program,  administrative  costs  are  not 
itemized  in  Comprehensive  Annual  State  Plans  (CASPs) .     It  is  therefore  impossible  to 
determine  how  much  funding  is  directly  related  to  family  planning  programs  and  how 
much  is  absorbed  for  general  administration.     In  their  CASP's,  States  have  broad 
latitude  in  defining  family  planning  services,  ranging  from  the  comprehensive 
services  contained  in  Title  X  Regulations  to  a  narrow  family  planning  program  con- 
sisting of  information  or  referrals.    As  a  result,  States  vary  in  the  scope  of 
medical  services  offered  including  some  States  which  provide  no  medical  services. 
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RURAL  HEALTH 
Obligations 


1981  1982 

1978  1979  198Q  Est.  Est. 

Health  Services 
Administration ; 
Bureau  of  Community 

Health  Services...  $96,579,000    $109,000,000    $126,969,000      $125,769,000  $137,475,500 


Alcohol,  Drug  Abuse 
and  Mental  Health  ' 
Administration  t 
National  Institute 

of  Mental  Health. .     64,709,000        74,459,000        83,279,000         96,108,000  101,539,000 


Health  Resources 
Administration: 
Bureau  of  Health 

Professions   12,987,090        19,030,315        18,883,570         15,689,255  11,287,210 


TOTAL,  PH5  ...     $174,275,090    $202,489,315    $229,131,570      $237,566,255  $250,301,710 
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Health  Services  Administration 
Bureau  of  Community  Health  Services 
Rural  Health 


The  Rural  Health  Program  within  the  Bureau  of  Community  Health 
Services  (BCHS)  has  as  its  objective  the  improvement  of  health 
care  access  and  service  delivery  for  those  persons  residing  in 
rural  areas  of  the  United  States.     This  target  population  makes 
up  about  31  percent  of  the  total  United  States  population. 

In  view  of  the  conditions  whith  characterize  many  rural  areas 
such  as  low  population  density,  high  proportion  of  poor  and 
elderly  population,  and  remoteness  from  hospitals,  it  is  not 
surprising  that  there  is  a  crtitical  shortage  of  physicians. 
It  is  the  purpose  of  the  Rural  Health  Program  to  reduce 
barriers  of  access  to  care  by  bringing  health  personnel  into 
these  areas  and  establishing  health  care  delivery  systems. 
To  induce  personnel  to  remain  in  tne  area  and  to  improve  the 
access  to  secondary  and  tertiary  care,  the  Program  focuses  also 
on  developing  linkages  with  existing  health  services  and 
hospitals  in  the  surrounding  areas.     Such  linkages  assist  in 
increasing  the  level  of  comprehensive  care  available  to  the 
target  population  and  provide  the  health  service  personnel  with 
professional  contacts  and  educational  opportunities  increasing 
their  levels  of  retention  in  the  areas  they  are  serving. 

In  fiscal  year  1975  the  Rural  Health  initiative  was  introduced 
to  develop  and  integrate  health  care  resources  in  communities 
having  the  greatest  need.     Through  the  integration  of  BCHS 
programs,  such  as  Community  Health  Centers,  Migrant  Health 
Programs,  National  Health  Service  Corps  and  the  Appalachian 
Health  Program,  a  system  was  developed  to  better  utilize  these 
programs  in  addressing  obstacles  encountered  in  serving  various' 
population  groups  in  underserved  areas.     A  total  of  47  projects 
were  developed  the  first  year.     A  more  effective  distribution 
of  financial,  medical  and  personnel  resources  has  been 
developed  through  linkages  with  secondary  and  tertiary  levels 
of  care  and  a  system  of  referral  and  consultation  activities 
with  other  PHS  programs   (such  as:     Community  Mental  Health 
Centers,  alcoholism  programs,  etc.) 


In  January,  1976,  the  Health  Underserved  Rural  Areas  (HURA) 
Program  was  transferred  to  the  Bureau  from  the  Medical  Services 
Administration,  Social  and  Rehabilitation  Services  (SRS) ,  as 
part  of  the  Department's  effort  to  consolidate  major  rural 
health  activities  under  one  administration.     The  program 
provided  health  services  as  well  as  supported  research  and 
demonstration  on  methods  for  the  provision  of  health  services. 
In  1978,  the  Public  Health  Service   (PHS)  Act  was  amended  by 
Public  Law  95-626.     The  new  Section  340  "Primary  Care  Research 
and  Demonstration  Projects"  replaced  the  HURA  program  and 
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required  that  projects  which  were  providing  health  services 
only,  be  transferred  to  other  authorities.     Forty  one  of  the 
HURA  projects  that  were  providing  health  care  to  rural 
medically  underserved  areas  were  transferred  to  Section  330 
rural  health  initiative  projects  in  1979.     The  remaining 
Primary  Care  Research  and  Demonstration  activities  continued 
through  1981.     The  activities  supported  provided  the  basis  for 
several  states  to  integrate  local,  State  and  Federal  programs. 
The  program  also  tested  new  approaches  to  target  resources  to 
hard-to-reach  rural  populations  and  to  link  efforts  of  private 
sector  providers  with  public  programs. 

In  1980,  133  new  rural  primary  health  care  centers  were  added 
so  that  the  Rural  Health  Initiative,  rural  projects  funded 
though  the  Primary  Health  Care  Services  and  two  rural  Hospital 
Affiliated  Primary  Care  Centers  totaled  573  projects  providing 
access  to  care  to  2.3  million  rural  persons.     The  2  Hospital 
Affiliated  Primary  Care  Centers  that  are  in  their  planning  and 
aevelopmental  pnase  in  1981  will  become  fully  operational  in 
1982  to  provide  access  to  care  in  community  hospitals  to  20,000 
persons  who  otherwise  would  be  utilizing  hospital  emergency 
rooms  for  primary  care  services.     These  projects  were  continued 
in  1981  providing  health  care  to  an  additional  573,823  rural 
residents  for  a  total  of  2.5  million  rural  residents  actually 
receiving  health  care. 

In  1982,  service  will  be  expanded  in  existing  centers  as  well 
as  expanding  the  range  of  services  to  people  already  being 
served.     By  the  end  of  FY  1982  a  total  of  2.8  million  rural 
persons  will  be  served  in  Community  Health  Centers  including 
2,500  served  in  2  Hospital  affiliated  Primary  Health  Care 
Center  which  completed  their  planning  and  aevelopmental  pnase 
in  1981  and  will  be  providing  health  care  to  rural  residents 
who  would  otherwise  be  utilizing  hospital  emergency  rooms  for 
primary  health  care. 

in  1982,  black  lung  services  will  be  provided  to  a  total  of 
28,000  rural  persons  in  44  Black  Lung  Clinics.     These  clinics 
will  be  funded  within  other  ongoing  rural  centers  as  possible 
and  will  also  be  independent  sites  providing  comprehensive 
health  services  in  addition  to  black  lung  services.     The  Black 
Lung  Clinics  activities  began  in  1979  and  are  funded  under  the 
Federal  Mine  Safety  and  Health  Act  of  1977. 

Otner  Bureau  of  Community  Health  Services  projects  providing 
comprehensive  care  in  rural  areas  are  linked  with  Community 
Health  Centers  wherever  possible  and  include  Home  Health 
projects,  Family  planning,  Migrant  Health,  National  Health 
Service  Corps,  High  Blood  Pressure  and  Genetic  Disease  projects 
and  Maternal  and  Child  Health  services. 
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ALCOHOL,  DRUG  ABUSE ,  AND  MENTAL  HEALTH  ADMINISTRATION 
National  Institute  of  Mental  Health 

RURAL  MENTAL  HEALTH 

The  goals  of  this  program  are  the  development,  extension, 
and  improvement  of  mental  health  service  delivery  in  rural  areas, 
especially  those  which  are  underserved.  Major  problems  include: 
(1)  individual  poverty  and  lack  of  public  funds  to  support  health 
and  social  services,  (2)  lack  of  transportation,  (3)  recruitment 
and  retention  of  professional  personnel,  and  (4)  continuing 
education  for  mental  health  staff. 

The  basic  thrust  of  the  rural  mental  health  program  is  to 
maximize  the  impact  of  the  resources  available  by  promoting  the 
coordination  of  health  and  welfare  services  on  the  Federal, 
regional,  State,  and  local  levels.  In  addition,  this  program 
examines  various  types  of  research  and  training  which  are 
appropriate  to  the  improvement  of  service  delivery  and  tailored 
to  rural  needs. 

A  major  achievement  is  the  inclusion  of  rural  residents  as  a 
priority  population  in  the  Mental  Health  Systems  Act,  the  first 
time  such  a  group  has  been  identified  as  a  priority  group  for 
Federal  funding  for  mental  health  services.  The  extent  to  which 
the  rural  population  pervades  the  general  population  and  to  which 
the  Community  Mental  Health  Centers  (CMHC)  program  has  attempted 
to  address  the  needs  of  this  group  is  illustrated  by  the 
following  table. 

CMHC's  Located  in  Rural  Catchment  Areas,  Sept.  1980 


The  National  Institute  of  Mental  Health  maintains  a  Rural 
Mental  Health  Work  Group  which  meets  regularly  and  includes 
representatives  of  most  NIMH  components  and  of  the  NIAAA,  NIDA, 
the  Bureau  of  Community  Health  Services  of  HSA,  and  the 
Department  of  Agriculture.  The  Work  Group  allows  communication 
and  joint  planning,  and  advises  the  Group's  chairman  who  is 
responsible  for  coordinating  the  Rural  Mental  Health  program  at 
the  Institute. 
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Transportation  has  been  identified  as  a  major  constraint  to 
service  delivery  in  rural  areas.  A  document  has  been  prepared 
which  summarizes  transportation  legislation,  demonstrations  in 
rural  transportation  for  health  services  and  other  resources  that 
might  be  utilized  for  rural  providers.  Approximately  sixty-five 
Public  Health  Service  programs  authorize  transportation  in  their 
enabling  legislation  and  regulations;  other  Federal  programs  have 
the  same  authority.  Adequate  transportation  for  rural  services 
depends  on  bringing  together  and  maximizing  the  resources  of  all 
programs . 

The  Institute  is  currently  supporting  a  study  of  the  orderly 
development  and  management  of  research  on  rural  mental  health.  A 
prime  goal  of  this  research  is  to  find  effective  methods  of 
disseminating  research  findings,  so  that  there  is  a  better 
linkage  between  our  research  effort  and  a  practical  application 
of  the  findings.  The  five  major  constraints  to  the  delivery  of 
mental  health  services  were  identified  as  transportation, 
interagency  coordination,  recruitment  and  retention  of 
personnel,  Government  rules  and  regulations,  and  community 
advocacy. 

NIMH  is  also  supporting  development  of  a  communications 
network,  having  devised  an  innovative  questionnaire  which  has 
gone  to  7,500  people  working  in  the  rural  mental  health  field  or 
involved  in  rural  mental  health.  The  questionnaire  seeks  to 
identify  areas  of  interest  and  concern  and  to  obtain  information 
as  to  where  people  are  now  turning  for  help.  The  results  of  the 
questionnaire  will  lead  to  better  methods  for  dissemination  of 
information.  Additionally,  as  part  of  the  same  project,  we  have 
established  a  roster  of  innovative  researchers  and  service 
providers,  solicit  their  innovative  ideas,  and  circulate  them 
through  the  proposed  communications  network. 

Increased  interest  has  been  shown  during  the  past  3  years  in 
training  for  rural  mental  health  at  Eastern  Washington 
University,  Washington  University  of  St.  Louis,  Mo.,  the 
University  of  West  Virginia,  and  the  University  of  Alabama. 
Additional  grants  have  been  awarded  to  train  psychologists  for 
work  in  rural  areas  and  to  prepare  graduate  nurses  for  leadership 
positions  in  community  mental  health.  The  Dartmouth  Medical 
School  has  also  received  a  grant  to  train  psychiatric  residents 
for  rural  community  practice.  Three  state  manpower  development 
programs  in  West  Virginia,  Maine  and  Michigan  have  used  grant 
monies  to  provide  mental  health  training  to  primary  care 
practitioners  in  rural  areas.  Of  special  interest  is  the  fact 
that  a  number  of  institutions  receiving  training  grants  are 
holding  annual  seminars  on  rural  mental  health  providing 
continuing  education  credits  for  the  various  mental  health 
discipline  practitioners  who  attend.  These  seminars  are  of 
special  significance  in  retention  of  professional  personnel  in 
rural  areas  since  they  provide  an  opportunity  for  professional 
growth,  exchange  and  support,  and  lessen  professional  isolation. 
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Joint  efforts  continue  with  the  Bureau  of  Community  Health 
Services  (BCHS)  of  the  Health  Services  Administration  (HSA) ,  to 
place  mental  health  professionals  in  rural  health  clinics.  The 
BCHS  funds  about  1,000  primary  care  health  centers,  of  which  two 
thirds  are  located  in  primarily  rural  areas.  Since  FY  1978, 
approximately  110  linkage  grants  have  been  made.  The  majority  of 
these  are  located  in  rural  areas  and  station  a  mental  health 
professional  in  a  health  center  with  backup  and  agreements  with  a 
local  mental  health  center.  In  FY  1980,  the  BCHS  received  120 
additional  applications  for  these  linkage  grants,  of  which  67 
have  been  reviewed  in  regional  offices  and  forwarded  to  central 
office  for  final  review.  Of  interest  is  the  attention  these 
applications  have  paid  to  the  need  for  preventive  work, 
especially  in  relation  to  children,  the  aged,  and  substance 
abuse.  The  applications  also  address  outreach  efforts,  which  are 
vital  to  rural  areas  because  of  transportation  difficulties.  The 
Mental  Health  Systems  Act,  Section  206  authorizes  funds  to 
continue  and  expand  this  activity  not  only  to  health  centers  but 
also  to  other  health  facilities  including  hospitals,  migrant 
health  centers,  Indian  Health  Service  clinics,  skilled  nursing 
homes,  intermediate  care  facilities  and  outpatient  health  care 
facility  of  medical  group  practice,  public  health  department  or 
health  maintenance  organization. 

FY  1981  will  see  the  continuation  of  plans  begun  in  FY  1980 
to  station  National  Health  Services  Corps  (NHSC)  staff  in  State 
hospitals  and/or  community  settings,  to  provide  for  the  physical 
needs  as  well  as  "psychiatric  needs  of  chronic  patients,  in 
conjunction  with  the  NIMH  Community  Support  Program  and  State 
Manpower  Development  projects.  Since  the  criteria  for  placement 
of  NHSC  personnel  requires  designation  of  underserved  areas,  both 
for  health  and/or  mental  health,  these  placements  will  be  in 
facilities  that  are  located  in  primarily  rural  areas.  This  step 
will  improve  service  delivery. 

A  new  thrust  during  FY  1980  was  directed  towards  service  to 
rural  minorities  frequently  the  most  underserved  of  rural 
populations.  The  Minority  Center  of  NIMH  has  provided  funding  to 
bring  together  a  small  group  of  providers,  researchers,  and 
academicians  involved  with  rural  minorities  to  discuss  salient 
issues  and  to  help  provide  direction  to  the  coordinator  and  Rural 
Mental  Health  Work  Group.  The  meeting,  held  in  August  1980,  will 
result  in  published  proceedings  which  will  serve  to  focus 
attention  on  this  needy  special  rural  population  and  provide 
direction  for  further  coordinated  activity. 
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HEALTH  RESOURCES  ADMINISTRATION 

Bureau  cf  Health  Professions 

RURAL  HEALTH 

The  Area  Health  Education  Center  (AHEC)  program 
addresses  problems  of  geographic  maldistribution  and 
overspecialization  of  health  professionals  by  fostering 
changes  in  health  professions  education  and  the  educational 
environment.     Recent  departmental  studies  conclude  that 
AHEC 1 s  improve  the  accessibility  and  availability  of  primary 
medical  personnel  in  needy  areas.     Attraction  and  retention 
of  health  professionals  in  shortage  areas  are  improved.  The 
need  continues  for  programs  to  lessen  the  medical  specialty 
and  health  personnel  geographic  distribution  problems.  The 
AHEC  program  has  made  substantial  impact  on  both  dimensions 
of  the  health  personnel  distribution  problems.     At  least  one 
project  per  year  will  be  exclusively  devoted  to 
regionalization  of  rural  health  professions  education.  The 
remaining  projects  include  a  rural  component  but  may  be 
statewide  or  rural/urban  combination. 

Nursing  Projects  include:     implementing  outreach 
programs  in  order  to  make  basic  nursing  education  and 
continuing  education  programs  accessible  to  individuals; 
planning,   developing  and  implementing  generic  nursing 
education  programs  focused  on  meeting  the  nursing  health 
care  needs  of  rural  population  groups,    and  providing  rural 
clinical  practicums  for  generic  nursing  students. 

Allied  health  funds  for  MEDIHC  projects  have  helped 
encourage  siginficant  numbers  of  allied  health  personnel  to 
work  in  rural  areas . 


702 


SPINAL  CORD  INJURY  AND  NERVOUS  SYSTEM  TRAUMA 
Obligations 


1981  1982 
1978  1979  1980  Estimate  Estimate 

Public  Health  Services 

National  Institutes  of 
Health; 

National  Institute  of 

Neurological  and 

Communicative  Disorders 

and  Stroke   $15,275,000  $19,491,000  $24,696,000  $25,970,000  $30,540,000 


V 
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NATIONAL   INSTITUTES   OF  HEALTH 
National  Institute  of  Neurological  and  Communicative  Disorders   and  Stroke 
SFINAL   CORD    INJURY   AND   NERVOUS    SYSTEM  TRAUMA 


The  spinal  cord,   the  communications  control  center 
between  the  brain  and  the  body,    is  protected  by  the  spinal 
column.     However,   under  impact  of  great   force— as  may  occur 
in  motor  vehicle  accidents,    falls,   diving,   or  gunshot  wounds-- 
the  spinal  cord  can  be  permanently  damaged.   The  result: 
disruption  of  the  intricate  connections   that  transmit 
sensations   from  the  body  back  to  the  brain  centers  and  from 
the  brain  to  the  muscles  and  organs  of  the  body.      In  cases 
of  complete  cord  transection,   permanent  caralysis   is  immediate 
since  functional  regeneration  within  the  central  nervous 
system  does  not  occur.   Victims  are  paralyzed  below  the  site 
of  the  injury,   their  lives   irrevocably  changed.      The  simplest 
everyday  tasks--eating ,   dressing,    sometimes   even  reading  a 
book--must  be  done   in  a  new  way. 

According  to  estimates  of  the  National  Head  and  Spinal 
Cord  Injury  Survey,   conducted  under  contract  by  the  National 
Institute  of  Neurological   and  Communicative   Disorders  and 
Stroke    (NINCDS),   there   are   2CC,OG0  paraplegics   in  the  U.S. 
and  10,000  new  injuries  each  year.     The  estimated  total  cost 
of  these  injuries  to  society  exceeds   S2  billion  a  year. 
There  are  many  other  estimates  of  the  number  of  people  with 
spinal  cord  injuries  because  of  definition  and  sampling,  but 
these  figures  are   the  most  accurate  ones'  available  at  this 
time.     Social  and  vocational  constraints  which  people  with 
spinal  cord  injuries  sometimes  must  accept  exact  an  additional 
toll   in  diminished  personal  happiness  and  productivity.  The 
devastation  of  spinal  cord  injury    (SCI)    is   further  compounded 
by  the  youth  of  its  victims:     two-thirds  are  20  years  of  age 
or  younger. 

Today,   medicine  has  advanced  to  the  point  that  a  15- 
year-old  suffering  a  severe  SCI  has  a  nearly  normal  life 
expectancy.     But  during  the  remaining  40  or  50  years  of 
life,   the  victim  will  experience   injury-related  health 
problems  and  incur  heavy  medical  expenses. 

Small  but  very  significant  gains  are  being  made  in  the 
treatment  of  SCI.   Patients  are  being  studied  at  five  Spinal 
Cord  Injury  Clinical  Research  Centers  supported  by  the 
NINCDS.     Advanced  treatments   and  techniques  developed  and 
tested  at  these  specialized  centers  are  being  assessed  for 
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wider  application.   Through  its  program  of  Comprehensive 
Central  Nervous  System  Trauma  Centers,  the  NINCDS  will  be 
able  to  transfer  proven  research  results  rapidly  from  centers 
of  clinical  investigations  to  a  wider  patient  population. 

In  the  U.S.  Department  of  Health  and  Human  Services 
(DHHS)   responsibility  for  clinical,  basic,  and  community 
research  programs  in  SCI  is  centered  in  the  NINCDS,   a  part 
of  the  National  Institutes  of  Health.  Rehabilitation  efforts 
are  overseen  by  the  National  Institute  of  Handicapped  Research, 
Office  of  Education;   and  professional  leadership  in  the 
delivery  of  health  services  is  provided  by  the  Health  Services 
Administration.     These  national  resources  are  coordinated  by 
means  of  frequent  staff  interactions  and  common  planning. 

Role  and  Structure  of  the  Spinal  Cord 

Functionally,   the  spinal  cord  influences  vital  functions 
such  as  movement;   posture;   breathing;  heat  regulation;  blood 
circulation;   and  bladder,  bowel,   and  sexual  function.  The 
spinal  cord  might  be  considered  as  a  group  of  32  highly 
complex  repeater  substations  similar  to  those  in  satellites 
orbiting  the  earth.     Thus,   a  signal  is  not  directly  routed 
through  the  spinal  cord  in  the  same  way  it  progresses  along 
a  peripheral  nerve,  but  rather,   it  is  modulated  and  integrated 
according  to  both  the  information  which  comes  in  from  the 
periphery  as  well  as  the  instructions  passed  down  from  the 
master  computer  above    (the  brain) . 

The  messages  flowing  in  and  out  of  the  brain  from  the 
spinal  cord  have  therefore  been  processed  and  passed  along 
through  the  spinal  cord  as  though  it  were  a  series  of  miniature 
computers  in  the  field  preparing  to  pass  information  back  to 
the  master  computer  as  well  as  directions  out  from  it.  The 
brain,   on  the  other  hand,   functioning  as  the  master  computer, 
contains  large  memory  components  necessary  for  the  totally 
integrated  operation  of  the  system  and  sends  instructions 
down  to  the   "substation"   in  the  spinal  cord  as  to  how  information 
might  be  handled. 

Nature  has  safeguarded  the  spinal  cord  within  a  stack 
of  circular  blocklike  bones  called  vertebrae.     A  single 
vertebra  is  a  flat,   roughly  circular  bone  with  rearward 
projecting  knobs  to  which  muscles  are  attached.  A  hole  or 
canal  through  each  vertebra  provides  a  protective  bony 
channel  for  the  highly  complex  organization  of  nerve  fibers 
and  cells  comprising  the  spinal  cord.     The  bony  enclosure 
allows  a  remarkable  range  of  motion  while  normally  shielding 
the  spinal  cord  and  nerve  roots  from  injury.  Unfortunately, 
injury  can  occur,   usually  as  a  result  of  accidents  or  violence. 

How  Does  Spinal  Cord  Injury  Occur? 
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Most  frequently  spinal  cord  trauma  results  from  Indirect 
injury  following  excessive  flexion  or  extension  of  the  spine 
in  automobile  accidents,   falls,   and  diving.     For  example,  if 
a  car  is  struck  from  behind,   the  passenger's  head  may  be 
whipped  back.     If  the  vehicle  stops  abruptly,  he  may  be 
jackknifed  forward.     In  a  sudden  fall,   the  head  may  strike 
in  a  position  that  flexes  the  head  acutely,   as  in  a  football 
injury  or  a  slip  on  an  icy  pavement.     Hyperflexion  of  the 
spine  is  the  most  common  mechanism  of  spinal  cord  injury, 
and  occasionally  is  produced  without  external  force  during 
spontaneous  or  induced  convulsive  seizure. 

Direct  injuries  to  the  spinal  cord  may  result  from 
falls  on  the  back,   industrial  accidents,   jumping  from  heights, 
local  stab  wounds,  gunshot  shrapnel  and  other  penetrating 
missiles,   and  fracture  or  fracture  dislocation  of  the  vertebral 
bodies.     Fractures,  however,  have  long  range  serious  consequences 
only  when  injury  to  the  bony  spine  affects  the  spinal  cord 
or  roots.     In  other  words,   a  person  can  have  a  "broken  back" 
without  a  spinal  cord  injury. 

Disease  as  well  as  trauma  also  can  injure  the  spinal 
cord  and  result  in  paraplegia.     These  diseases  include 
cancer  and  other  tumors  of  the  spinal  cord,   infections  and 
abscesses  of  the  spinal  cord,  multiple  sclerosis,   and  congenital 
defects  such  as  severe  forms  of  spina  bifida.  ^ 

Types  of  Spinal  Cord  Injury 

Damage  to  the  cord  from  trauma  may  follow:      (1)  simple 
concussion  without  direct  trauma  to  the  cord;    (2)  compression, 
contusion,  or  laceration  of  the  cord  substance  by  penetrating 
missiles  or  by  fracture  dislocation;    (3)   hemorrhage  into  the 
substance  of  the  cord;   and   (4)   interference  with  the  cord's 
blood  supply  or  drainage.     Any  level  of  the  spinal  cord  may 
be  injured,   but  among  civilians  the  most  common  sites  of 
injury  are  at  the  level  of  the  fifth  or  sixth  cervical 
vertebra   (vertebrae  of  the  neck)    and  the  eleventh  or  twelfth 
thoracic  vertebra    (lower  vertebrae  of  the  chest) . 

Consequences  of  Spinal  Cord  Injury 

The  consequences  of  spinal  cord  injury  depend  upon  the 
level  of  injury  of  the  cord,   not  the  level  of  bone  injury. 
The  central  part  of  the  spinal  cord  is  soft  and  easily 
bruised  and  squeezed  by  pressure  from  surrounding  bones. 
Thus  cord  damage  can  and  does  occur  above  or  below  the  level 
of  bone  injury.  The  lower  the  injury  on  the  spinal  cord,  the 
better  off  the  patient  is  for  the  simple  reason  that  more  of 
the  cord  remains  intact.     Muscles  controlled  by  nerves  in 
the  spinal  cord  above  the  level  of  injury  often  regain  full 
function  after  the  period  of  "shock"  to  the  cord  and  its 
nerves  wears  off. 
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Conversely,   injury  in  the  upper  cervical  cord  threatens 
life  itself  because  of  the  development  of  respiratory  paralysis. 
Fatalities  in  patients  with  lesions  below  the  fifth  cervical 
vertebra  are  uncommon  in  the  period  immediately  following 
the  injury  in  the  absence  of  damage  to  other  organs.  Death 
may  follow  after  a  period  of  weeks  or  months  as  a  result  of 
bladder  dysfunction  or  bed  sores. 

The  amount  of  cord  injury  is  another  key  factor  in 
determining  severity  and  possible  degree  of  recovery. 
Complete  cuts  of  the  cord,   as  from  a  bullet  or  missile 
fragment,   cannot  yet  be  repaired.     There  is  as  yet  no  way  of 
restoring  structural  integrity,   and  motor  paralysis  and 
sensory  loss  in  these  cases  are  permanent. 

In  patients  who  survive  the  initial  period  following 
spinal  cord  injury,   some  degree  of  improvement  in  the  neurological 
signs  is  to  be  expected  in  all  cases  except  where  the  cord 
is  completely  transected.     The  outlook  is  even  better  when 
the  symptoms  are  due  mainly  to  hemorrhage  into  the  cord.  As 
long  as  some  nerve  fibers  in  the  spinal  cord  are  uninjured, 
improvement  in  the  patient  may  occur,   usually  during  the 
first  6  months,  but  sometimes  even  longer  after  injury. 

Management  of  SCI 

Since  World  War  II,  the  initial  handling,   management,  ■ 
and  rehabilitation  of  the  spinal  cord  injured  have  steadily 
improved.     Pooling  their  skills,   specialists  in  emergency' 
medicine,   traumatology,  neurosurgery,   physical  medicine, 
urology,   and  plastic  and  reconstructive  surgery  are  returning 
increasing  numbers  of  paraplegics  to  independent  living. 
Self  reliance  has  been  further  enhanced  by  the  development 
of  special  devices  such  as  those  which  enable  paraplegics  to 
drive,   and  telescoping  mouth  rods  for  quadriplegics  to  use 
in  controlling  a  wheelchair  or  turning  the  pages  of  a  book. 
Removal  of  architectural  barriers  to  mobility  and  the  recent 
development  of  a  stair-climbing  wheelchair  provide  even  more 
freedom. 

The  NINCDS  has,   in  the  experimental  development  and 
evaluation  stages,   neural  prosthetic  devices  to  empty  the 
bladder  voluntarily  and  to  restore  limb,  hand  and  foot 
function  to  paralyzed  individuals.     Some  of  these  neural 
prostheses  have  already  been  implanted  in  humans. 

There  is  now  a  glimmering  of  hope  that  in  some  cases 
where  the  cord  is  severely  injured—but  not  severed— f unction 
may  be  preserved  through  pharmacological  or  surgical  intervention 
in  the  period  shortly  after  injury.     Responsible  investigators 
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consider  functional  regeneration  of  fibers  and  the  reestablishment 
of  pathways  in  the  central  nervous  system—the  dream  of  the 
already  paralyzed — a  much  longer  range  but  a  potentially 
attainable  possibility. 


NINCDS  SCI  Research  Program 

The  NINCDS  comprehensive  program  on  spinal  cord  injury 
is  the  Nation's  major  coordinated  effort  in  this  area.  The 
goals  of  the  NINCDS  comprehensive  research  program  on  acute 
spinal  cord  injury  and  paraplegia  are    (1)   prevention  of  loss 
of  function  by  improved  therapy    (acute  SCI  management);  (2) 
replacement  of  function    (neural  prosthesis  development) ;  and 
(3)    restoration  of  function    (regeneration  and  plasticity). 
This  program  is  coordinated  with  research  activities  of  the 
National  Science  Foundation;   the  Veterans  Administration; 
the  Emergency  Medical   Services  of  the  Health  Services  Administration; 
the  Department  of  Defense;    the  National   Institute  of  Handicapped 
Research,   Department  of  Education;   as  well  as  voluntary 
health  agencies  such  as  the   Paralyzed  Veterans  of  America, 
Paralysis  Cure  Research  Foundation,   National  Spinal  Cord 
Injury  Foundation,   National  Multiple   Sclerosis  Society  and 
the  Muscular  Dystrophy  Association.     Wide  dissemination  of 
information  resulting  from  these  activities   is  maintained 
through  the  workshops,   conferences,   and  publications  sponsored 
by  the  NINCDS  and  collaborating  public  and  private  agencies. 
In  addition,   the  NINCDS  is  one  of  the   lead  agencies  planning 
the  research  aspects  of  the   recently  announced  Presidential 
Initiative  on  Spinal  Cord  Injury. 

Acute  Spinal  Cord  Injury  Research 

Research  on  acute  SCI  management  is  conducted  primarily 
through   Institute-supported  Spinal  Cord  Injury  Clinical 
Research  Centers  at  Yale  University,   Ohio  State  University, 
the  Medical  University  of  South  Carolina,   University  of 
Texas  at  San  Antonio,   and  New  York  University. 

Studies  at  these  centers  are  supplemented  and  complemented 
by  investigator-initiated  research  grants  nationally  and  by 
Institute-supported  comprehensive  trauma  centers  at  the 
University  of  California  at  San  Diego,   the  University  of 
Texas  at  Galveston,   and  the  Albert  Einstein  Medical  College 
at  Yeshiva  University  in  New  York  City.     Data  from  studies 
at  the  seven  NINCDS-supported  Head  Injury  Clinical  Research 
Centers   also  are  relevant  and  important  to  the  problem  of 
spinal  cord  injury. 
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Treatment 

Secondary  reactions  following  spinal  cord  injury- 
edema,   ischemia,   and  hemorrhage— are  believed  to  be  the 
principal  causes  of  spinal  cord  degeneration  at  the  level  of 
injury,   a  process  thought  to  be  irreversible  4  to  6  hours 
after  the  initial  injury. 

•  High-dosage  steroids  are  being  evaluated  in  an 
NINCDS-supported  multi-institutional  cooperative  study  to 

test  the  effectiveness  of  high  doses  of  the  steroid  methy lprednisolone ; 

this  work  is  being  conducted  at  the  five  NINCDS  SCI  Clinical 

Research  Centers  plus  the  University  of  Miami,   Florida,  and 

the  University  of  Puerto  Rico.     Some  investigators  believe 

that  steroid  therapy  may  reduce  post-injury  sequelae  and 

enhance  neural  recovery  or  regeneration.     When  completed, 

study  data  collected  under  a  uniform  system  developed  at 

Yale  are  expected  to  provide  a  reliable  assessment  of  the 

use  of  high-dosage  steroids  in  treating  SCI.     The  treatment 

protocol  for  this  study  was  designed  by  the  coordinators  of 

the  participating  centers. 

•  Dimethyl  sulfoxide    (DMSO) ,   a  common  commercial 
solvent,   is  thought  by  some  to  have  healing  and  pain-relieving 
properties  applicable  to  a  number  of  diseases  and  conditions, 
including  SCI.     This  experimental  and  somewhat  controversial 
drug  is  currently  being  evaluated  in  animals  for  effectiveness 
and  safety  by  investigators  at  NINCDS-supported  laboratories. 
Results  of  these  studies  are  not  yet  available. 

•  Spinal  cord  cooling  to  arrest  the  progress  of  the 
injury  is  another  form  of  therapy  being  evaluated  by  SCI 
Clinical  Research  Center  investigators.     The  rationale  for 
this  treatment  is  that  cooling  slows  metabolism  and  so 
should  forestall  tissue  destruction.     To  be  effective, 
cooling  must  be  applied  within  a  few  hours  of  injury.  In 
the  past,  the  effectiveness  of  this  acute  therapy  was  felt 
to  be  questionable  but  modern  techniques  of  cooling  and 
monitoring  have  reopened  the  possiblity  of  its  use. 

•  Surgery  is  often  required  during  the  acute  stage 

of  SCI  to  relieve  the  pressure  on  the  cord  and  reduce  swelling. 
Damage  to  the  vertebrae  may  also  need  repair  and  the  spinal 
column  may  require  stabilization  around  the  cord.  New 
surgical  techniques  to  carry  out  these  procedures  are  under 
study  at  the  SCI  Clinical  Research  Centers. 

Even  at  the  SCI  Clinical  Research  Centers,   it  is  difficult 
to  determine  the  extent  of  permanent  injury  and  the  type  and 
level  of  therapy  to  be  employed.     Hence,  much  laboratory 
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research  is  being  conducted  in  animals  both  at  the  centers 
and  in  a  number  of  focused  programs  at  other  institutions. 
Ultimately,  promising  findings  from  these  studies  will  be 
applied  in  appropriate  clinical  settings  elsewhere. 

Rehabilitation  Research 

The  restitution  of  normal  or  near-normal  function  in 
severely  injured  patients  as  well  as  the  prevention  of 
secondary  spinal  cord  changes   leading  to  paralysis  are 
ultimate  goals  of  SCI  research.   Present  realities  dictate 
the  development  and  use  of  SCI  remedial  measures  as  well. 
For  example,    "reflex  walking,"  a  rhythmic  "walking"  movement 
observed  in  experimental  animals,   after  SCI,   suggests  to 
some  investigators  that  the  degree  of  autonomy  of  the  lumbar 
spinal  cord  may  not  have  been  utilized     to  its  full  capacity 
as  a  model  for  studying  neural  and  muscular  plasticity. 
Application  of  this  reflex  walking  phenomenon  to  rehabilitation 
procedures  is  considered  possible.     An  NINCDS  grantee  at  the 
University  of  Utah  is  among  those  investigating  whether 
function  may  be  restored  to  SCI  patients,   even  if  the  original 
neuron  connections  within  the  SCI  are  scrambled. 

Development  of  Neural  Prostheses 

Restoration  of  lost  functions  to  the   injured  spinal 
cord  by  substitution  is  the  long-range  aim  of  the  NINCDS 
Neural  Prosthesis  Program.     Attempting  to  reach  this  goal, 
NINCDS-supported  investigators  are  currently  refining  the 
design  of  implantable  stimulating  and  recording  electrodes 
which  would  bypass  and  substitute   for  damaged  or  missing 
areas  of  a  patient's  spinal  cord. 

Crucial  to  the  development  of  such  devices  is  improved 
understanding  of  the  area  of  interface  between  electrodes 
and  tissue.     Here,   numerous  and  difficult  problems  remain  to 
be  solved.     Tissue  damage  must  be  minimized,   toxicity  eliminated, 
and  failure  of  electrical  components  prevented. 

A  major  accomplishment  this  year  has  been  the  development 
and  fabrication  of  tantalum  capacitor  electrodes  which  are 
almost  as  small  as  some  nerves.       The  capacitor  stimulating 
electrode  is  the  safest  method  presently  available  to  stimulate 
neural  tissue.     Prototypes  of  this  electrode  are  being 
evaluated  in  laboratory  animals  by  scientists  of  the  NINCDS 
Laboratory  of  Neural  Control. 

Work  on  neural  prostheses  for  electrically  stimulating 
paralyzed  muscles  in  spinal  cord  injured  patients  is  progressing 
steadily.     A  system  has  been  developed  at  Case  Western 
Reserve  University  for  restoring  pinch  grasp  in  quadriplegics 
paralyzed  as   a  result  of  injury  at  the   fifth  cervical  vertebra 
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(C-5)   level.     Miniature  electrodes  implanted  in  the  muscles 
that  control  the  fingers,  and  an  electronic  stimulator  allow 
the  patient  to  control  proportionately  the  pinch  force  of 
the  index  and  middle  fingers  against  a  braced  thumb,  with 
this  system,  quadriplegic  patients  have  been  able  to  perform 
many  functions  not  previously  possible,   such  as  eating, 
drinking,   grooming,  writing  and  telephoning.  Approximately 
ten  patients  have  so  far  had  this  or  similar  systems  implanted 
and  are  being  evaluated  in  clinical  and  home  environments. 

A  new  research  project  to  develop  artificial  transducers 
to  restore  some  aspects  of  tactile  sensation  and  to  provide 
feedback  information  for  the  electronic  stimulators  has 
recently  been  initiated  at  the  University  of  Utah  Research 
Institute . 

A  neural  prosthesis  to  control  the  paralyzed  urinary 
bladder  is  well  along  in  its  development  at  the  University 
of  California,   San  Francisco.   Neurophy s iological  control 
problems  have  been  solved  by  segregating  the  nerves  controlling 
bladder  contraction  and  those  controlling  the  bladder  sphincter. 
A  telemetered  sequence  of  stimulation  pulses  is  transmitted 
to  the  bladder  nerves  in  animals  with  transected  spinal 
cords.     The  prosthesis  works  well  in  dogs  and  will  be  ready 
for  human  trials  once  problems  of  electrode  nerve  cuff  and 
lead  breakage  are  solved. 

Regeneration  and  Plasticity 

Two  major  questions  are  being  given  high  priority  in 
central  nervous  system  regeneration  research.     The  first:  Is 
it  possible  for  the  long  central  nerve  tracts  to  regenerate 
after  spinal  cord  transection  in  higher  animals?     There  is  a 
growing  body  of  evidence  that  transected  nerve   fibers  in 
brain  and  spinal  cord  do  initiate  some  form  of  regrowth  and 
that  nerve  cells  adjacent  to  damaged  neurons  will  sprout  new 
fibers.     However,   there  i*  still  no  demonstration  in  mammalian 
species  of  regrowth  of°the  long  nerve  tracts,  or  of  reestablishment 
of  the  essential  connections  between  the  primary  motor  nerve 
cells  in  the  brain  and  the  second  order  motor  or  muscle- 
innervating  nerve  cells  in  the  spinal  cord. 

This  vital  connection,   which  is  severed  or  damaged  in 
spinal  cord  injury,  may  extend  over  distances  of  two  to 
three  feet- and  poses  a  formidable  logistical  problem  for  the 
regeneration  of  motor  neurons  since  these  cell  bodies  usually 
lie  in  the  cerebral  cortex  of  the  brain. 

Experimental  techniques  are  available  to  examine  the 
question  of  nerve  regeneration,   and  are  being  applied  to 
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studies  of  the  lamprey--an  aquatic  vertebrate  —  at  Yale 
University  and  the  University  of  Pennsylvania.     These  studies 
are  intended  to  define  the  extent  of  spinal  cord  regeneration 
that  the  lamprey  achieves  after  injury,   some  of  the  factors 
responsible  for  successful  regeneration,   and  the  result  of 
accelerating  and  sustaining  these  factors  by  therapeutic 
intervention . 

Comparable  studies  in  mammals  are  much  more  difficult, 
but  must  be  done  to  determine  whether  the  central  nerve 
tract  regeneration  and  sprouting  of  new  fibers  that  have 
been  observed  in  some  higher  animals  are  only  localized 
phenomena  or  can  indeed  serve  as  a  basis  for  reestablishing 
vital  long-tract  connections. 

The  second  question  on  which  NINCDS  scientists  and 
grantees  are  focusing  is,   even  if  the  long  nerve  tracts  can 
regenerate  and  regrow,   can  they  reach  the  appropriate  target 
nerve  cells  and  reestablish  the  correct  functional  connections? 

During  embryonic  and  early  postnatal  growth  and  maturation 
of  the  mammalian  nervous   system,   the  elongating  nerve  fibers 
utilize  a  number  of  chemical  and  physiological   cues  to  guide 
them  unerringly  to  the  right  target  cells  and  to  establish 
easily  the  proper  functional  connections  which  endow  us  with 
a  complete  and  versatile  adult  nervous  system. 

Little  is  known  about  such  chemical  cues  or  trophic 
factors,   and  only  a  very  few  have  been  identified,  isolated, 
and  characterized.     Moreover,   it  is  not  known  whether  the 
mature  adult  nervous  system  still  retains  or  elaborates  such 
trophic   factors  to  guide  regenerating  nerve   fibers  to  their 
proper  target  cells.     Such  information  is  being  sought 
through  NINCDS  grantee  studies  at  the  University  of  California, 
San  Diego;   the  University  of  Maryland;   Upstate  Medical 
College,   Syracuse;   and  Case  Western  Reserve  University., 
Cleveland . 

Investigators  at  Case  Western  Reserve  University,  for 
example,   have  shown  that  injury  in  the  newt  reactivates  the 
developmental  process;   they  have  demonstrated  the  same 
phenomenon  in  lizard-tail  regeneration.   According  to  these 
scientists,   the  ependymal  cells  of  the  brain  and  spinal  cord 
in  newt  and  lizard  retain  the  ability  to  establish  a  pattern 
for  the  nerve  fibers  to  follow  to  reach  their  destination. 
This  theory  also  implies  that  individual  axons  recognize  and 
follow  specific  routes  even  when  confronted  with  a  network 
of  alternate  highways.     This  guidance   system  is  not  believed 
to  be  target  specific.     It  brings  the  axon  to  the  appropriate 
area,  but  a  still  unknown  cue  then  must  tell  it  to  stop 
growing  and  make   its  appropriate  connection. 
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To  check  both  components  of  the  theory  offered  by  the 
Case  Western  Reserve  investigators--to  induce  a  severed 
neuron  to  extend  its  axon  beyond  the  wound  and  seek  reconnections 
a  bridge  across  the  wound  is  being  sought. 

One  approach  to  this  problem  is  the  surgical  implantation 
of  healthy  nerve  tissue  which  would  serve  as  such  a  bridge. 
A  neurologist  at  McGill  University  and  a  Georgetown  University 
neurosurgeon,   each  using  implants  of  embryonic  nerve  tissue, 
have  reported  some  success  in  inducing  central  nervous 
system  axons  in  dogs  to  use  such  implants  as  a  medium  for 
helping  sustain  growth. 

Some  hard  data  also  are  available  on  the  rate  at  which 
cut  axons  regrow.  NINCDS-supported  neurobiologists  at  Case 
Western  Reserve  University  have  found  that  axonal  extension 
always  parallels  the  rate  at  which  actin — a  principal  building 
block  of  nerve  fiber--is  carried  from  a  nerve's  cell  body 
down  to  its  axon's  growing  tip.     A  neurosurgeon  working  with 
these  investigators  has  shown  that  twice-injured  axons 
appear  to  grow  faster  than  axons  injured  only  once,  suggesting 
that  whatever  the  repair  mechanism  is,   it  can  be  stimulated. 

A  number  of  scientists  have  been  attempting  either  to 
confirm  or  rule  out  certain  factors  as  blocks  to  regeneration. 
Scar  tissue,   for  example,  has  long  been  thought  to  impede 
regrowth  in  the  central  nervous  system.   Recently,   in  work 
with  the  hibernating  thirteen-lined  ground  squirrel,  two 
University  of  Maryland  scientists,   both  grantees  of  the 
NINCDS,  have  found  evidence  to  the  contrary.     While  at  rest, 
this  particular  animal  is  so  damped  down  metabolically  it 
does  not  form  scar  tissue  in  response  to  injury.     In  this 
experiment,   the  investigators  cut  the  spinal  axons  of  the 
squirrel  when  the  rodent  was  hibernating  so  that  no  scar 
tissue  would  appear.     Nevertheless,   the  axons  regenerated 
only  up  to  the  point  of  injury,   suggesting  that  something 
other  than  scar  tissue  inhibited  the  regrowth. 

In  the  peripheral  nervous  system  where  nerve  fibers  do 
regenerate,   the  reconnections  are  often  faulty,  sometimes 
totally  inappropriate,   and  nonfunctional.     Thus,  much  research 
is  being  done--and  more  is  needed—to  learn  about  the  precise 
mechanisms  involved  in  normal  development  and  maturation  of 
the  mammalian  central  nervous  system  and  to  try  to  apply 
such  knowledge  to  the  problem  of  central  regeneration  in  the 
adult  mammalian  nervous  system.     Investigators  at  Case 
Western  Reserve  and  Ohio  State  University  are  attempting  to 
develop  mammalian  models  of  nerve  regeneration  which  will 
permit  ready  comparisons  of  peripheral  and  central  nervous 
system  regeneration. 
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In  April  1980  a  Regeneration  Research  Conference  was 
organized  and  largely  supported  by  the  Paralysis  Cure  Research 
Foundation,   in  order  to  bring  together  experts  in  the  field 
to  focus  on  the  research  strategies  needed  to  overcome 
present  obstacles  to  progress  in  the  area  of  central  nervous 
system  regeneration.     The  NINCDS  has  provided  funds  for 
publishing  the  conclusions  and  recommendations  reached  at 
the  Bermuda  conference  so  that  they  may  be  widely  disseminated. 

Program  Developments 

Regeneration  criteria — Intensified  efforts  to  identify 
the  factors  that  repress  or  promote  nerve  growth  have  given 
rise  to  claims  that  several  experimental  surgical  and  pharmacologic 
therapies  have  successfully  promoted  spinal  cord  regrowth  in 
higher  animals,  even  humans.  Specifically,  accounts  in  the 
popular  press  of  preliminary  results  in  the  use  of  enzymes, 
nerve  grafting,   and  the  drug  naloxone  were  unduly  optimistic. 

According  to  an  NINCDS  grantee  at  the  University  of 
Maryland,   "none  of  these  therapies  has  produced  regeneration." 
Unfortunately  these  claims  have  promoted  duplication  of 
scientific  efforts  and  raised  false  hopes  of  an  imminent  or 
already  available  successful  treatment  within  the  paraplegia 
community . 

To  aid  investigators  in  reporting  their  work  and  to 
assist  in  limiting  misleading  reports,   a  task  force  advisory 
to  the  NINCDS  Stroke  and  Trauma  Program  recently  prepared 
and  published  guidelines  for  evaluating  reports  of  spinal 
cord  regeneration. 

To  conclude  that  functional  regeneration  of  spinal  neurons  has 
occurred,   the  new  guidelines  stipulate  an  investigator  must  demonstrate: 

1.  The  experimental  lesion  must  cause  disconnection  of  nerve 
processes.      (There  must  be  microscopic  evidence  that  all 
nerves  and  nerve  connections  in  the  region  of  the  spinal 
interruption  have  been  completely  severed.) 

2.  Processes  of  regenerating  central  nervous  system  neurons  must 
bridge  the  level  of  injury.      (There  must  be  microscopic  evidence 
that  the  regenerating  nerves  have  crossed  the  break  in  the 
spinal  cord. ) 

3.  The  regenerated  fibers  must  make  junctional  contacts.  (There 
must  be  microscopic  evidence  that  the  regenerating  nerve 

fibers  have  crossed  the  gap  in  the  spinal  cord  and  have  connectec" 
with  nerves  on  the  other  side  of  the  bridge.) 

4.  The  regenerated  fibers  must  generate  postjunctional  responses. 
(Once  a  contact  has  been  established  between  regenerating 
nerve  fibers,   it  must  be  demonstrated  through  electrostimulation 
that  the  connections  are  functional.) 
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5.       Changes  in  function  must  derive  from  regenerated  connections. 
(It  must  be  demonstrated  that  returned  function  comes   from  th 
newly  regenerated  nerve  pathways  and  is  not  a  result  of  a 
reflex  activity.) 


To  data,   the  above  requirements  have  not  been  wholly 
satisfied  in  any  experiment.     It  is  expected  that  the  application 
of  these  NINCDS  guidelines  will  help  avoid  premature  or 
unwarranted  reporting  of  a  successful  treatment  for  paraplegia. 

Survey  report — The  National  Head  and  Spinal  Cord  Injury 
Survey  has  been  completed  and  was  published  in  the  November 
1980  issue  of  the  Journal  of  Neurosurgery.   The  survey  was 
undertaken  by  the  NINCDS  to  determine  accurate  head  and 
spinal  cord  injury  statistics,  including  measures  of  morbidity 
and  economic  costs.     Such  statistics  are  needed  by  the 
Institute/   Congress,   the  medical  profession,   and  the  general 
public  to  better  understand  the  scope  of  these  problems  and 
to  permit  a  more  rational  determination  of  research  priorities. 
Because  of  differences  in  the  definition  of  "spinal  injured" 
and  different  sampling  strategies,   there  have  been  widely 
diversified  reports  about  the  impact  of  spinal  injury  on 
society;   the  new  NINCDS  report  will  serve  as  a  significant 
common  baseline  for  national  reporting  and  planning. 

Panel  Report  on  Trauma  and  Regeneration — Over  the  past 
years,   seven  panels  of  experts  from  outside  the  Government, 
each  enlisting  the  aid  of  many  colleagues  and  other  interested 
parties,   reviewed  the  needs  in  all  areas  of  NINCDS  research 
responsibility,   including  spinal  cord  injury  and  regeneration. 
The  reports  of  the  panels  provided  the  basis  for  the  Institute's 
National  Research  Strategy.  The  panel  report  on  trauma  and 
regeneration,  which  reviews  present  research  and  identifies 
promising  areas  for  future  initiative,  has  been  widely 
circulated  within  the  scientific  community  and  serves  as  an 
accurate  and  thoughtful  base  plan  for  research  in  this  area. 
The  report  is  being  used  by  the  NINCDS  staff  for  program 
planning  and  monitoring. 


OFFICE  OF  THE  ASSISTANT  SECRETARY  FOR  HEALTH 
National  Center  for  Health  Statistics 
SPINAL  CORD  INJURY 


There  were  an  estimated  21,000  patients  hospitalized  in 
short-stay  hospitals  in  1977  who  had  a  first-listed  diagnosis 
of  spinal  cord  injury.     About  70  percent  of  these  patients  were 
in  the  15-44  year  age  group.     The  average  length  of  stay  for 
both  sexes  was  29.7  days,  with  the  males  having  a  longer  average 
length  of  stay  (33.5  days)   than  did  the  females   (20.3  days)  . 
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STROKE 


Obligations 


1978 


1979 


1980 


1981 
Estimate 


1982 
Estimate 


Public  Health  Service: 

National  Institutes  of 
Health: 

National  Institute  of 

Neurological  and 

Communicative  Disorders 

and  Stroke   $14,112,000  $19,601,000  $19,075,000  $19,575,000  $23,260,000 

National  Heart, 
Lung  and  Blood 

Institute   $  4,983,000  $  6,382,000  $  5,939,000  $  6,423,000  $  6,675,000 


TOTALS: 


$19,095,000  $25,983,000  $25,014,000  $25,998,000  $29,935,000 
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NATIONAL   INSTITUTES   OF  HEALTH 
onal  Institute  of  Neurological  and  communicative  Disorders  and  Stroke 


STROKE 


Stroke   (cerebrovascular  disease)   ranks  third  among 
causes  of  death  in  the  United  States,  exceeded  only  by  heart 
disease  and  cancer.  Strokes  are  the  primary  cause  of  9.1 
percent  of  all  deaths  and  are  a  contributing  factor  in  a 
substantially  larger  percentage  of  deaths.     Large  numbers  of 
people  are  alive  but  disabled  by  stroke;   50  percent  are 
burdened  with  continuing  medical  expenses  and  faced  with 
many  years  of  physical  debility  and  emotional  distress. 
Every  year  over  400,000  people  in  the  United  States  are 
stricken,  and  at  least  two-thirds  of  those  who  survive  have 
some  degree  of  permanent  disability.  A  recent  NINCDS  study 
shows  that  there  are  about  1.9  million  disabled  survivors  of 
stroke. 

This  dark  picture  is  somewhat  brightened  by  the  fact 
that  stroke  deaths  have  been  declining,  as  shown  by  the 
following  table: 

United  States  Stroke  Mortality 


1973  214,313 

1974  . .207,424 

1975  194,038 

1976  188,623 

1977  181,934 

1978  175,629 


A  provision  total  of  167,320  for  1979,  based  on  a  10 
percent  sample  of  death  records,   continues  to  demonstrate 
this  highly  encouraging  trend.     The  decline  is  generally 
attributed  to  better  diagnosis  and  treatment  for  transient 
ischemic  attacks   (so-called  "little  strokes"),  improved 
therapy  for  cerebral  hemorrhage,  nationwide  programs  of 
hypertension  control,   and  the  steadily  rising  quality  of 
neurological  care  during  the  acute  stroke  period. 

Because  there  are  various  types  of  strokes,  family 
physicians  preparing  death  certificates  often  find  it  difficult 
to  identify  a  stroke's  specific  cause.     Among  causes,  the 
largest  category  is  thrombosis  and  cerebral  embolism,  accounting 
for  about  75  percent  of  all  stroke  deaths.   Next  largest 
category  is  hemorrhage,  which  causes  about  19  percent.  All 
other  causes  make  up  the  remainder. 
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What  Is  A  Stroke? 

A  stroke  is  a  sudden  loss  of  brain  function  resulting 
from  interference  with  the  blood  supply  to  a  part  of  the 
brain.     It  is  often  the  culmination  of  progressive  disease 
which  may  extend  over  many  years  and  which  is  not  easily 
detectable  in  a  routine  physical  examination.    Some  strokes 
are   "minor"  episodes,   while  others  may  quickly  cause  death. 
Usually  a  stroke  is  brought  on  by  one  of  four  events:  (1) 
thrombosis--a  clot  forms  within  a  blood  vessel  of  the  brain 
or  neck;      (2)    cerebral  embolism--a  blood  vessel   in  the  brain 
is  blocked  by  a  piece  of  clot  or  other  material  carried 
through  the  circulation  from  some  other  part  of  the  body, 
often  the  neck  blood  vessels  or  heart;      (3)  stenosis--an 
artery  supplying  blood  to  the  brain  becomes  narrow,  usually 
as  a  result  of  atherosclerosis  or  a  brain  tumor;    or  (4) 
cerebral  hemorrhage— a  cerebral  blood  vessel   ruptures,  with 
bleeding  into  the  brain  tissue  or  spaces   surrounding  the 
brain . 

If  the  blood  supply  to  the  brain  is  stepped  for  more 
than  about  5  minutes,   brain  cells  die  and  result  in  a  temporary 
or  permanent  loss  of  movement,   thought,   memory,    speech,  or 
sensation . 

The   NINCDS   Research  Program 

Before  I960,    stroke  was  known  as   the   "forgotten  disease." 
But  in  the  past  20  years,   largely  as   a  result  cf  Institute 
planning  and  encouragement  and  of  increased  Federal  support 
of  research  and  training,   medical  and  scientific   interest  in 
cerebrovascular  disease  has  grown   substantially.  Responsibility 
for  the  Federal  research  program  resides  chiefly  in  the 
National   Institute  of  Neurological  and  Communicative  Disorders 
and  Stroke    (NINCDS) ,   a  component  of  the  National  Institutes 
of  Health  in  Bethesda,  Maryland. 

In  Fiscal  Year  1980,   NINCDS  support  for  stroke  research 
and  research  training  amounted  to  approximately   $20  million. 
Much  of  this  research  was  in  the   fundamental  neurosciences 
basic  to  cerebral  circulation  and  cerebral  hypoxia    (lack  of 
oxygen) .    This  was  reinforced  by  Institute  research  training 
activities  in  neurology,   neurosurgery  and  related  fields. 
Scientific  conferences  and  publications  were  also  supported. 
These  NINCDS  programs  are  coordinated  with  the  atherosclerosis 
and  hypertension  programs  of  NIH's  National  Heart,   Lung,  and 
Blood  Institute. 

Clinical   Research  Centers 

Cerebrovascular  clinical  research  centers  in  university 
medical  complexes  across  the  U.S.  make  up  a  major  segment  of 
the  NINCDS  stroke  research  program.      These  centers  typically 
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are  staffed  by  as  many  as  15  to  20  scientists  and  physicians, 
plus  technicians  and  other  assistants.     The  centers  serve  as 
national  focal  points  for  research  on  the  issues  of  stroke 
etiology,  pathophysiology,  prevention,   diagnosis,   and  therapy. 
The  NINCDS  currently  funds  12  research  centers,  including 
programs  at  the  University  of  Alabama,  Duke  University, 
Washington  University  in  St.   Louis,  Baylor  College  of  Medicine, 
the  Mayo  Medical  School,  the  University  of  Maryland,  Cornell 
University,   the  University  of  Pennsylvania,   the  University 
of  Tennessee,   the  University  of  Miami,   Bowman  Gray  School  of 
Medicine,  and  at  Massachusetts  General  Hospital. 

The  research  programs  vary  in  approach  including  the 
use  of  the  most  modern  technology.     The  centers  all  support 
an  interrelated  clinical  and  basic  research  program,  and 
have  accommodations  for  as  many  as  30  research  patients. 
The  centers  also  conduct  training  programs  for  young  physicians, 
scientists,  and  other  workers. 

Project  Grants 

Reinforcing  the  team  efforts  in  the  clinical  research 
centers,   approximately  50  individual  investigator-initiated 
research  projects  are  currently  being  conducted  with  Institute 
support.   Projects  range  from  basic  laboratory  studies  in 
such  fields  as  cerebral  hypoxia  and  platelet  aggregation  to 
clinical  investigations  of  drug  effectiveness,  improvement 
of  diagnostic  devices  and  techniques,   and  improvement  of 
surgical  and  medical  procedures.     These  individual  projects 
are  extremely  valuable  since  they  often  produce  preliminary 
information  that  is  later  confirmed  and  applied  by  the 
larger  teams  in  the  stroke  research  centers. 

Cooperative  Studies 

One  type  of  study  which  the  NINCDS  is  uniquely  able  to 
sponsor  by  reason  of  its  resources  and  central  role  is  the 
cooperative  study-- the  large-scale  gathering  and  analysis  of 
data  from  many  institutions,   using  uniform  definitions  and 
methods.     Data  obtained  through  cooperative  studies  often 
provide  indispensable  guidance  in  planning  research  and 
evaluating  improvements  in  treatment  or  diagnosis. 

NINCDS  has  sponsored  a  number  of  cooperative  studies  in 
cerebrovascular  disease,   the  largest  of  which  was  the  source 
of  some  35  publications  on  the  natural  history  of  cerebral 
aneurysms  and  the  effectiveness  of  various  modes  of  treatment. 
Currently,  the  Institute  is  supporting  the  evaluation  of  a 
surgical  bypass  procedure  for  preventing  impending  stroke. 
This  procedure  is  described  in  the   "Surgery"  section  of  this 
report. 
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Comprehensive  Stroke  Centers 

A  new  development  in  the  Institute's  program  has  been 
the  establishment  of  regional  comprehensive  stroke  centers. 
These  centers  serve  as  regional  focal  points  for  applied  and 
community  research.     They  help  evaluate  local  resources  for 
patient  care  and  speed  delivery  of  research  results  and 
information  to  communities. 

In  1978  NINCDS  funded  three  comprehensive  stroke  centers, 
at  the  University  of  Rochester,  at  the  University  of  Oregon, 
and  with  the  North  Carolina  Heart  Association  in  Chapel 
Hill.     Programs  at  these  centers  are  now  well  under  way. 

The  comprehensive  center  at  Oregon  is  organized  into 
four  projects:     public  and  physician  education,  epidemiology 
and  preventive  medicine,  clinical  research,  and  rehabilitation 
research.     During  the  past  year,   circuit  course  lectures  on 
stroke  have  been  offered  to  physicians  in  Oregon  and  Idaho. 
Also,  a  newsletter  has  been  started  and  sent  to  all  neurologists, 
neurosurgeons,   family  practitioners,  and  internists  in 
Oregon.     The  Epidemiology  and  Preventive  Medicine  Program 
screened  1,570  residents  of  the  Housing  Authority  of  Portland 
for  stroke  risk  factors,  discovering  150  people  with  symptomatic 
bruits    (abnormal  circulatory  sounds  in  the  neck  arteries 
detectable  by  a  stethoscope) .     Clinical  investigations  of 
the  value  of  barbiturates  and  vasopressors  in  stroke,  and 
studies  of  asymptomatic  bruits  have  begun;   studies  of  loss 
of  language    (aphasia)   and  the  psychological  problems  of 
stroke  patients  are  also  a  part  of  the  center's  comprehensive 
clinical  research  program. 

Each  of  the  other  two  comprehensive  stroke  centers 
offers  similar  programs.     A  report  from  the  University  of 
Rochester  center  cites  an  already  noticeable  impact  on  the 
attitude  of  local  health  professionals  toward  stroke: 
referrals  for  rehabilitation  have  increased,   and  a  growing 
number  of  requests  for  help  are  coming  from  hospital  personnel. 

An  extensive  body  of  baseline  patient  data,  which  is 
being  developed  uniformly  by  the  three  centers,   is  expected 
to  be  of  great  value  in  measuring  the  effectiveness  of  these 
community  stroke  research  programs. 

Diagnosi  s 

There  are  several  types  of  cerebrovascular  disease, 
many  locations  in  the  brain  in  which  stroke  may  occur,  and 
many  conditions  that  have  a  bearing  on  treatment.  Investigators 
therefore  have  as  a  prime  goal  the  improvement  of  stroke 
diagnosis,   in  regard  to  both  specificity  and  accuracy. 
Their  efforts  are  channeled  in  two  directions:     one  to  find 
better  diagnostic  methods,   and  the  other  to  refine  and 
improve  existing  methods. 
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The  best  method  available  at  this  time  to  visualize  the 
cerebral  circulation — X-ray  angiography  —  involves  injection 
of  radiopaque  dye  into  neck  arteries  and  subsequent  X-ray 
visualisation  of  the  brain.     The  procedure  carries  some  risk 
of  reaction  to  the  dye,   and  the  resulting  films  require 
great  skill  in  their  interpretation  because  of  the  complexity 
of  the  brain's  circulation  and  the  problem  of  obtaining 
depth  or  three-dimensional  perception.     Researchers  have 
tried  to  solve  the  latter  problem  through  X-ray  tomography, 
a  technique  in  which  the  X-ray  picture  focuses  on  a  specific 
section  or  plane  within  the  head.     However,   shadows  from  the 
skull  and  other  tissues  above  and  beneath  the  target  area 
can  obscure  precise  interpretation. 

Many  other  methods  have  been  tried,  including: 

•  Injection  or  inhalation  of  radioisotopes  and  subsequent  mappin 
of  the  radiation  with  a  special  camera; 

•  Ultrasound  projection,   with  the  echoes  translated  into  a 
picture ; 

•  Recording  and  analysis  of  bruits  in  neck  and  head  arteries; 

•  Minute  measurements  of  heat  patterns  radiating  from  the  face 
or  scalp. 

Except  for  angiography,   however,   these  methods . are 
still  too  limited  and  imprecise  to  be  used  extensively  in 
clinical  practice. 

Within  the  past  five  years,   use  of  a  new  diagnostic 
technique,   computerized  axial  tomography    (CAT)    scanning,  has 
become  widespread.   The  technique  is  particularly  applicable 
to  study  of  the  brain.        In  1979,   the  Nobel  Prize  Committee 
recognized  the  importance  of  CAT  scanning  by  awarding  the 
Nobel  Prize  in  Physiology  or  Medicine  to  Allan  Cormack, 
professor  of  physics  at  Tufts  University,   and  Godfrey  Hounsfield, 
an  English  engineer,   for  their  development  of  the  technique. 
(NINCDS  neuroradiologists  have  worked  in  close  association 
with  Allan  Cormack  for  many  years,   and  are  currently  working 
with  him  in  a  project  using  protons  instead  of  X-rays  for 
computerized  scanning.) 

CAT  scanning  employs  a  narrow  beam  of  X-rays  to  scan 
the  patient's  head  rapidly  in  a  series  of  thin  "slices." 
The  beams  pass  through  the  head  and  hit  radiation  detectors 
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which  feed  signals  into  a  high-speed  computer.     At  each  of 
tens  of  thousands  o£  points  in  the  plane  of  the  scan,  the 
computer  calculates  the  absorption  coefficient  of  the  intervening 
tissues,   blood  and  bone--that  is,   the  difference  between  the 
X-rays  originally  emitted  and  those  received  on  the  crystal 
detectors.     The  computer  also  produces  an  oscilloscope 
picture  that  the  physician  can  view  on  what  resembles  a 
television  screen  or  can  record  as  a  photograph.   The  equipment, 
considered  to  be  approximately  100  times  more  sensitive  than 
conventional  X-ray,   can  find  cysts,   tumors,  abscesses, 
cerebral  infarctions    (areas  of  dead  tissue),   and  intracerebral 
hemorrhages . 

A  scanning  method  considered  to  have  even  greater 
potential  in  research  than  CAT  scanning  is  positron  emission 
transverse  tomography    (PETT) .   Like  some  other  techniques, 
PITT  employs  radiation  emitted  by  injected  or  inhaled  radioisotopes, 
rather  than  transmitted  radiation.   However,   instead  of  being 
a  purely  anatomical  approach,   as  is  CAT  scanning,   PETT  uses 
short-lived  isotopes  attached  to  metabolically  active  compounds 
like  glucose,   oxygen,   and  ammonia.     As  the  isotopes  decay, 
they  emit  positrons;   the  movement  and  metabolic  fate  of  the 
isotope  compounds  can,   therefore,   be  followed  from  moment  to 
moment  with  a  computerized  positron  camera.     Scientists  can 
now  watch  a  dynamic,  moving  situation  within  the  human 
brain,   and  can  also  expand  their  use  of  animal  models  for 
studying   stroke.      FETT  offers  for  research  on  i_n  vivo  (in 
the  living  organism)    cerebral  metabolism  what  the   CAT  scanner 
provides   for  the  study  of  i_n  vivo  cerebral  anatomy.     As  with 
CAT  scanning,   PETT  represents  a  major  breakthrough  toward 
better  understanding  and  prevention  of  stroke  and  other 
disorders  of  the  brain. 

Tn  1979,   NINCDS  began  a  special  program  to  initiate  a 
targeted,   nationwide  program  of  research  with  PETT.  Seven 
grants  were  awarded,   bringing  to  ten  the  number  of  neurological 
centers  now  using  this  exciting  new  technique. 

Much  of  the  effort  in  the  centers  during  1980  has  been 
devoted  -co  setting  up  equipment  and  facilities,   and  to 
synthesizing  compounds  that  can  be  labeled  with  positron 
emitting  isotopes.     Scientists  have  reported  progress  in 
synthesizing   labeled  compounds  that  bind  selectively  to 
substances  and  structures  involved. in  neurotransmission. 

The  PETT  technique  is  proving  to  be  a  highly  sensitive 
method  of  mapping  brain  function.     Grantees  have  reported, 
for  example,   that  PETT  has  shown  increased  glucose  utilization 
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in  cells  of  the  visual  cortex  as  a  result  of  stimulation  by 
flashes  of  light.     Also,   PETT  is  being  used  to  study  brain 
failure  accompanying  normal  aging  and  senile  dementia. 
Cerebrovascular  disease  is  only  one  of  many  areas  of  research 
which  will  benefit  from  the  new  technique. 

Brain  scanning  with  ultrasound  is  also  being  refined  at 
two  Institute-supported  stroke  research  centers.  Introduced 
clinically  in  1955,  ultrasound  has  been  used  widely  to 
detect  large  anatomical  abnormalities  within  the  brain,  such 
as  displacement  of  the  midline  by  a  tumor  or  hemorrhage. 
Until  recently  ultrasound  devices  have  only  projected  ultrasound 
pulses  into  the  brain  and  translated  the  echo  into  an  oscilloscope 
picture.     Now,  however,  ultrasound  is  being  projected  by  way 
of  a  thin  beam,   similar  to  the  CAT  scan,  but  using  sound 
waves  instead  of  X-rays.     This  technique  permits  the  viewing 
of  brain   "slices"  without  the  X-ray  exposure  attendant  on 
CAT  scanning.     NINCDS  grantees  have  reported  substantial 
improvement  in  their  ability  to  find  lesions  with  ultrasound, 
and  have  expressed  strong  optimism  for  the  future  of  this 
noninvasive,   relatively  inexpensive  method  of  diagnosis.  An 
ultrasound  "B-scanner"  at  Bowman  Gray  University  has  been 
undergoing  trials  for  over  two  years.     Good  images  of  the 
carotid  bifurcation  have  been  obtained  in  the  majority  of 
patients,   some  of  whom  have  undergone  subsequent  angiography 
for  confirmation.     At  the  present  "state  of  the  art,"  ultrasound 
scanning  correlates  well  with  angiography  in  about  one-third 
of  all  patients  studied:     In  another  third,   the  quality  of 
the  scan  is  close  to  but  not  as  precise  as  that  of  angiography. 
With  continued  refinement,   ultrasound  may  well  become  a 
valuable  addition  to  the  diagnostic  armamentarium  in  stroke 
and  of  particular  value  to  the  physician  in  primary  health 
care  facilities. 

Treatment 

Progress  in  treating  cerebrovascular  disease  has  been 
based  on  many  small,   steady  improvements  rather  than  on  a 
single  major  advance.     The  cumulative  effects  of  these 
improvements  have  completely  changed  the  approach  to  and 
results  of  stroke  therapy. 

Treatment  must  vary  according  to  the  stage  of  the 
illness  and  the  type  of  problem.     while  no  one  new  procedure 
promises  to  benefit  all  patients,   several  developments  in 
surgery  and  drug  therapy  support  a  generally  favorable 
outlook. 
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Surgery 

In  the  past,   surgery  for  cerebrovascular  disease  has 
been  largely  limited  to  correcting  flaws  or  blockages  (aneurysms/ 
clots,  malformations)   in  relatively  accessible  larger  arteries, 
such  as  the  carotid  arteries  in  the  neck  or  at  the  base  of 
the  brain.     In  recent  years,   the  smaller  intracranial  arteries 
have  come  within  the  surgeon's  reach.     with  the  operating 
microscope,   surgeons  can  remove  clots  from  vessels  as  small 
as  one  millimeter  in  diameter,  and  also  can  perform  minute 
grafting  operations  to  bypass  occlusions  and  provide  collateral 
circulation.     Catheterization  techniques  for  closing  aneurysms 
or  abnormal  openings   (fistulas)   are  undergoing  steady  refinement 
in  NINCDS-supported  cerebrovascular  research  centers. 

A  major  event  in  cerebrovascular  surgery  was  NINCDS ' s 
launching,  in  1977,  of  an  international  cooperative  study  to 
determine  the  effectiveness  of  a  new  procedure  for  preventing 
impending  stroke.     The  procedure—known  as  extracranial/intracranial 
(EC/IC)   bypass--involves  joining  a  scalp  artery  through  an 
opening  in  the  skull  to  the  middle  cerebral  artery  to  supplement 
the  blood  supply  in  that  area  of  the  brain.     The  EC/IC 
bypass  has  been  carried  out  in  hundreds  of  patients  across 
the  United  States,  but  its  efficacy  is  highly  controversial; 
the  only  data  on  long-term  effectiveness  are  reports  from 
local  institutions  where  surgeons  have  tried  the  procedure. 

In  the  NINCDS  study,  uniform  data  on  the  procedure  are 
being  collected  from  73  centers  in  North  America,  Europe, 
and  Japan.     About  900  patients  have  been  entered  into  the 
study,  with  a  5-year  goal  of  1,000.  This  goal  should  be 
achieved  by  July  1981.     The  specific  objective  is  to  determine 
whether  extracranial  bypass  grafting  will  reduce  by  50 
percent  or  more  the  incidence  of  strokes  in  patients  with 
the  most  common  forms  of  cerebrovascular  disease.  Patients 
are  principally  those  who  have  had  transient  ischemic  attacks 
(TIA's),   since  physicians  now  widely  recognize  that  these 
"little  strokes"  are  medical  emergencies  and  harbingers  of 
lethal  strokes. 

Considerable  data  from  the  project  has  already  accumulated. 
The  joined  arteries  are  functioning  better  than  was  originally 
anticipated,  with  a  patency  rate  of  90  percent,  as  shown  in 
postoperative  angiograms.     An  important  variation  in  the 
distribution  of  atheromatous  lesions  within  the  extracranial 
and  intracranial  blood  vessels  has  been  observed  between 
Japanese  patients  and  those  entered  from  North  America  and 
European  centers.     Increases  in  cerebral  blood  flow  postoperatively 
are  more  dramatic  in  patients  with  completed  strokes  as 
compared  with  those  with  TIA's.     Collateral  circulatory 
pathways  clearly  influence  the  functioning  of  the  grafts. 
When  there  is  good  collateral  circulation,   the  graft  functions 
less  well,   and  vice  versa. 
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A  comparison  of  the  results  of  the  bypass  study  with 
those  obtained  from  carotid  endarterectony,   a  well-established 
procedure  for  increasing  brain  circulation  by  "reaming  out" 
the  carotid  arteries  in  the  neck,   is  of  interest.  Subjecting 
15  patients  who  had  had  carotid  endarterectomies  to  the  same 
tests  given  bypass  patients,   scientists  found  that  the 
results  are  much  more  variable,  with  only  certain  patients 
showing  a  clear  improvement  in  cerebral  blood  flow.  More 
data  will  be  needed,   however,  before  definitive  comparisons 
can  be  made. 

Drugs 

Investigators  continue  the  search  for  even  better  drugs 
to  treat  or  to  prevent  cerebrovascular  disease.  Anticoagulants 
(blood  thinners)   are  commonly  used  in  the  acute  phase  of 
nonhemorrhagic  strokes,   as  are  agents  to  lower  blood  pressure. 
Work  continues  on  evaluation  of  thrombolytic  (ciot-dissolving) 
agents,   and  on  vasodilators—drugs  that  relax  brain  blood 
vessels  and  allow  them  to  open  fully.     Steroids  are  widely 
used  to  control  the  brain  swelling  that  follows  strokes,  as 
are  anesthetics  to  control  the  arterial  spasms  that  follow 
subarachnoid  hemorrhage. 

Interest  continues  to  grow  in  antiplatelet  aggregation 
drugs,   the  most  familiar  being  aspirin.      In  clot  formation, 
blood  platelets  tend  to  adhere  to  an  abnormal   surface,  such 
as  exposed  collagen  tissue  in  the  vessel  lining  or  endothelium; 
a  "release  reaction"  follows,  with  several  compounds  secreted 
to  augment  clotting.     Aspirin,   sulfinpyrazone,    and  several 
other  drugs  interfere  with  this  process.  NlH-supported 
scientists  at  the  University  of  Texas  led  a  double  blind 
study  in  11  institutions  over  3  years,   and  showed  that 
aspirin  brings  about  a  decrease  in  the  severity  of  TIA's.in 
selected  patients.     A  similar  Canadian  study  assessed  both 
aspirin  and  sulfinpyrazone:     the   findings  generally  concurred 
with  the  American  study,   but  the  Canadians   found  evidence 
that  aspirin's  effect  is  diminished  in  patients  with  high 
blood  pressure,   and  that  women  are  not  as  well  protected  as 
men.     The  fine  points  of  both  studies  are  now  being  examined, 
as  efforts  go   forward  to  work  out  the  exact  mechanisms  of 
drug  action  and  to  develop  improved  antiplatelet  aggregating 
agents. 

Epidemiology 

Another  area  of  inves tigation  —  epidemiology ,   or  the 
study  of  the  incidence,  prevalence  and  risk  factors  associated 
with  a  disorder  in  large  groups  of  people--is  important  in 
stroke  because  there  are  few  baseline  data  on  the  normal 
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course  of  the  disease  or  the  risk  factors,   and  a  lack  of 
consensus  among  physicians  as  to  the  best  methods  of  treatment. 
Statistics  gathered  by  the  National  Center  for  Health 
Statistics  have  shown  stroke  continues  to  be  the  third 
largest  killer  in  the  United  States.     Reliable  data  from 
Japan  show  substantially  higher  rates;   in  fact,   Japan  suffers 
from  the  highest  documented  rate  of  stroke  in  the  world. 
Some  countries/   including  India  and  Egypt,   have  reported 
higher  rates  in  young  people  than  we  appear  to  have  in  the 
United  States.   The  picture  generally  is  one  of  uncertainty. 
There  is  urgent  need  for  sophisticated  epidemiological 
studies  to  give  scientists  the  hard  data  necessary  to  understand 
why  such  different  incidence  rates  occur  and  what  these  tell 
us  about  preventable  risk  factors. 

The  NINCDS  Office  of  Biometry  and  Field  Studies  and  the 
Intramural  Program  Section  on  Epidemiology  are  conducting  a 
number  of  studies  which  will  help  resolve  some  of  the  most 
perplexing  questions  in  stroke  epidemiology.     In  one  study, 
completed  in  1979,   scientists  analyzed  data  collected  from 
124  short-term  general  hospitals  in  41  geographic  regions  of 
the  U.S.     Hospital  records  for  1971,   1973,   1975  and  1976 
were  sampled  and  2,710  cases  of  stroke  were  analyzed. 

Among  the  findings: 

•  414,000  Americans  were  hospitalized  with  stroke  in  1976. 

•  The  overall  incidence  of  stroke  is  declining,  with  intracerebra 
hemorrhages  leading  the  decline. 

•  Acute  strokes  occur  44  percent  more  frequently  in  males  than 
in  females. 

•  Hemorrhagic  strokes  are  more  lethal  than  strokes  caused 

by  infarction.     There  is  a  5-year  survival  rate  of  20  percent 
for  patients  who  have  hemorrhagic  strokes  compared  with 
31.9  percent  for  patients  who  have  had  infarctions. 

•  About  half   (49  percent)   of  persons  under  66  with  acute  stroke 
will  be  alive  5  years  later.     In  older  groups  the  percentage 
drops  sharply:     34.5  percent  for  those  aged  65  to  74; 

21.9  percent  for  those  aged  75  to  84,   and  7.4  percent  for 
those  aged  85  or  over. 

•  A  history  of  hypertension  was  found  in  60  percent  of  strokes 
due  to  subarachnoid  hemorrhage  and  thrombotic  infarction, 

in  70  percent  of  strokes  due  to  intracranial  hemorrhage,  and 
in  40  percent  of  strokes  due  to  embolism.     Valvular  heart 
disease  was  a  precursor  in  less  than  3  percent  of  hemorrhagic 
and  thrombotic  strokes,   but  preceded  35  percent  of  embolic 
strokes . 
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The   atudy  produced  an   estimated   total   cost   for  stroke 
of   $7.36  billion  per  year.      Direct   costs    (hospital  can, 
nursiny   care,    physician   services,    other  medical   and  social 
services,    aids   and   appliances)    were  put   at   $3.26   billion  per 
year.      Estimated   indirect  costs  were   $4.10  bill  ion-- $4 38 
million   from   loss  of  earnings   due   to  disability   and  $3.66 
billion   from   loss  of  earnings  due   to  death. 

International  Cooperation 

Strokes   are  prevalent   in  every  country   of   the  world, 
regardless  of   the   country's   economic,    ethnic,    or  cultural 
characteristics.      N1NCDS   cooperates  with   the  World  Health 
Organization  by   serving   as  one  of   the   eight  WHO  Collaborating 
Centers   for   Research  and   Research   Training   in   the  neurological 
Disorders,    and  has   given  high  priority   to   stroke  projects 
within   this  program.    The   general   aims   are   to   survey  th« 
dimensions   and  nature   of   the   stroke  problem  in  developing 
countries,    to   identify  unique   and   comparative   risk  factors 
and   pathogenesis   in  these  populations,    to  help   train  personnel 
and  develop   resources,    and   to  promote   educational   and  preventive 
measures   to   combat   risk   factors   as   well   as   strokes  themselves. 
Cooperative   efforts   are   in  progress  with  collaborators  in 
Nigeria,    Egypt,    Israel   and  India. 

Stroke   is   viewed  by  many   as   the   most  devastating  and 
disabling  of   all   human  disorders.      If   the  momentum  of  stroke 
research   can  be   sustained,    the  promise   for   improving  the 
quality  of   life   everywhere   can  be  fulfilled. 
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Based  on  the  1978  data  from  the  National  Hospital  Discharge 
Survey,  there  were  an  estimated  648,000  discharges  from  short- 
stay  hospitals  in  the  United  States  with  a  first-listed,  or 
principal,  diagnosis  of  cerebrovascular  disease  (stroke) .  These 
patients,  with  a  first-listed  diagnosis  of  stroke,  remained  in 
the  hospital  for  an  average  of  13.4  days. 

This  means  that  over  eight  million  days  of  patient  care 
were  required  for  those  patients  having  a  first-listed  diagnosis 
of  stroke.     The  average  length  of  stay  can  only  be  computed  for 
first-listed  diagnosis.     Approximately  seven  out  of  every  ten 
patients   (72  percent)  with  a  first-listed  diagnosis  of  stroke 
were  at  least  65  years  of  age. 

Based  on  the  1977  data  from  the  National  Health  Interview 
Survey,  there  were  an  estimated  2,692,000  adults  in  the  United 
States  civilian,  noninstitutionalized  population  who  had  ever 
had  cerebrovascular  disease   (stroke)   and  survived.     This  estimate 
only  partially  reflects  the  extent  of  this  disease,  however, 
since  the  fatality  rates  from  it  are  so  high. 

While  the  proportion  of  men  and  women  who  report  having 
survived  a  stroke  are  similar  (about  one  out  of  every  50  adults) 
the  greatest  risk  occurs  among  the  elderly.     In  fact,  over  one- 
half  of  the  stroke  victims  surveyed  were  65  years  of  age  or 
older.     Blacks  were  found  to  have  a  slightly  higher  rate  than 
were  whites. 

Besides  the  great  loss  of  life  caused  by  this  disease,  a 
high  proportion  of  stroke  victims  who  survive  are  left  with 
permanent  disabilities.     For  example,  about  40  percent  of  these 
persons  reported  being  unable  to  perform  their  major  activity 
at  all,  such  as  working  or  keeping  house.     Altogether  about  two 
out  of  three  stroke  victims  were  limited  in  the  kind  or  amount 
of  work  or  housework  they  could  do  or  were  unable  to  work  or 
keep  house  at  all  as  a  direct  result  of  this  disease.  These 
estimates  do  vary,  of  course,  among  specific  age  groups  and  be- 
tween men  and  women. 
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THE  SUDDEN  INFANT  DEATH  SYNDROME 
Obligations 


1978  1979  1980  1981  1982 

Est.  Est. 


Public  Health  Service: 

National  Institutes  of 
Health: 
National  Institute  of 
Child  Health  and 

Human  Development  $15,329,000  $18,910,000  $16,896,000  $18,800,000  $19,600,000 

National  Institute 
Neurological  &  Com- 
municative Disorders 

and  Stroke  405,000         507,000         617,000        670,000  740,000 

National  Heart,  Lung, 
and  Blood  Institute  250,000         250,000         250,000         250,000  250,000 

Total,  NIH  $15,984,000  $19,667,000  $17,763,000  $19,720,000  $20,590,000 

Health  Services 
Administration : 
Bureau  of  Community 

Health  Services , 

Office  for  Maternal 

and  Child  Health  2,726,000     2,802,000     2,802,000      2,802,000  3,065,000 

Total,   PHS  $18,710,000  $22,469,000  $20,565,000  $22,522,000  $23,655,000 

NOTE: 

1)  NICHD  obligations  for  FY  80  through  82  for  projects  generally  related 
to  SIDS  expanded  to  include  high-risk  pregnancy  in  addition  to  high- 
risk  infancy.     FY  78  and  79  are  comparable. 

2)  NINCDS  obligations  for  FY  78  include  $17,000  specifically  related  to 
SIDS  and  $388,000  generally  related  to  SIDS:  FY  79  include  $9,000 
specifically  related  to  SIDS  and  $498,000  generally  related  to  SIDS: 

FY  80  include  $5,000  specifically  related  to  SIDS  and  $612,000  generally 
related  to  SIDS:  FY  81  and  82  are  for  projects  generally  related  to 
SIDS. 


3) 


All  NHLBI  obligations  are  for  projects  generally  related  to  SIDS. 
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SUDDEN  INFANT  DEATH  SYNDROME 


The  sudden  infant  death  syndrome  (SIDS)  is  defined  as  the  sudden  death  of  any 
infant  or  young  child  that  is  unexpected  by  history  and  where  the  death  remains  inexplic- 
able after  performance  of  an  adequate  postmortem  examination.  Also  referred  to  as 
crib  death,  sudden  unexplained  death,  and  sudden  death  in  infancy,  this  syndrome  is 
a  worldwide  public  health  problem.  In  the  United  States,  it  is  the  leading  cause  of  death 
between  the  ages  of  1  and  12  months.  Its  incidence  rate  is  estimated  at  2  per  1,000  live 
births,  accounting  for  the  deaths  of  between  6,000  and  7,000  infants  each  year.  The 
majority  of  these  babies  are  between  the  ages  of  one  and  six  months  when  they  suddenly, 
quietly,  and  unexpectedly  cease  to  breathe  during  what  is  considered  a  normal  sleep 
period. 

The  National  Institute  of  Child  Health  and  Human  Development  of  the  National 
Institutes  of  Health  has  primary  Federal  responsibility  for  research  on  the  sudden  infant 
death  syndrome  while  the  Office  for  Maternal  and  Child  Health,  Bureau  of  Community 
Health  Services,  Health  Services  Administration  has  primary  responsibility  for  counseling 
and  information  activities.  Other  Federal  programs  supporting  projects  pertinent  to 
SIDS  include  the  National  Institute  of  Neurological  and  Communicative  Disorders  and 
Stroke,  and  the  National  Heart,  Lung,  and  Blood  Institute,  National  Institutes  of  Health; 
the  National  Center  for  Health  Statistics,  Office  of  the  Deputy  Assistant  Secretary 
for  Health  Policy,  Research,  and  Statistics;  and  the  Immunization  Division,  Bureau  of 
State  Services,  Center  for  Disease  Control. 
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NATIONAL  INSTITUTES  OF  HEALTH 
National  Institute  of  Child  Health  and  Human  Development 
SUDDEN  INFANT  DEATH  SYNDROME 


Crib  death  is  a  world-wide  public  health  problem;  it  strikes  without  warning.  Many 
reasons  have  been  offered  to  explain  these  deaths  including  infection  and  neurophysiology, 
cardiorespiratory,  metabolic,  endocrine,  and  immunologic  dysfunction.    To  date,  no 
single  cause  has  been  shown  to  be  responsible  for  these  deaths. 

As  a  result  of  Institute-supported  research  since  1972  significant  progress  has  been 
made  in  understanding  SIDS.  There  has  evolved  increasing  evidence  that  the  victims 
of  this  syndrome  are  not  completely  healthy  infants  before  death,  and  further  that  "as 
a  group"  these  infants  are  different  anatomically,  histologically,  physiologically,  and 
even  behaviorally  from  "normal."  There  is  documented  evidence  of  postnatal  growth 
retardation,  chronic  hypoxemia,  breathing  difficulties,  neurological  abnormalities,  body 
temperature  control  problems,  a  variety  of  minor  illnesses  two  weeks  before  death, 
and  behavioral  differences  as  reflected  in  activity  levels,  cry  characteristics,  and  feeding 
patterns.  This  is  a  significant  change  in  our  understanding  of  SIDS,  since  just  a  few 
years  ago  SIDS  babies  were  assumed  to  be  in  no  way  abnormal  before  death.  However, 
although  anatomic,  histologic,  physiologic,  and  behavioral  differences  between  groups 
of  infants  have  been  described,  no  single  predictive  or  diagnostic  criterion  yet  exists 
to  accurately  identify  the  infant  likely  to  become  a  SIDS  victim  or  to  identify  SIDS- 
specific  lesions  at  autopsy. 

Significant  progress  has  been  made  in  documenting  the  epidemiological  characteristics 
of  the  SIDS  baby,  the  victim's  mother,  and  their  environments.  The  peak  incidence  of 
SIDS  is  consistently  found,  wherever  it  occurs,  to  be  between  the  second  and  fourth 
month  of  life.  In  the  majority  of  cases,  the  SIDS  baby  is  reported  to  be  well-nourished, 
well-developed,  and  to  have  been  in  good  health  before  death.  There  may  be  evidence 
of  a  slight  cold  or  stuffy  nose  which  is  usually  of  such  a  minor  degree  that  medical  advice 
is  not  sought.  The  risk  is  higher  for  babies  who  have  had  recent  upper  respiratory  infec- 
tions, for  male  babies,  for  black  babies,  for  low-birth-weight  infants,  and  infants  whose 
gestational  ages  at  birth  were  between  34  and  35  weeks. 

The  highest  rate  of  SIDS  is  among  infants  born  to  women  less  than  20  years  old;  the 
older  the  mother,  the  lower  the  risk  of  sudden  death  for  her  baby.  The  risk  for  crib 
death  may  be  four  times  as  great  for  those  infants  whose  mothers  receive  no  prenatal 
care  in  comparison  with  infants  whose  mothers  began  prenatal  care  early  in  pregnancy. 
A  higher  rate  of  SIDS  occurrence  has  been  observed  in  infants  of  mothers  who  smoke. 

Most  infants  die  at  home  in  their  cribs.  The  frequency  of  SIDS  deaths  in  the  United 
States  is  greatest  during  the  cold  weather  months  and  between  12  midnight  and  8:00  a.m. 
than  during  other  periods  of  the  24  hours.  The  incidence  of  SIDS  is  highest  in  families 
of  low  socioeconomic  status. 

Sudden  Infant  Death  Syndrome  Legislation 

The  sudden  infant  death  syndrome  Act  of  1974  (P.L.  93-270,  April  22,  1974),  fixed 
by  statute  the  responsibility  of  the  National  Institute  of  Child  Health  and  Human  Develo- 
pment for  the  conduct  of  SIDS  research.  It  required  the  Secretary  to  implement  a  program 
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to  develop  and  disseminate  public  and  professional  informational  and  educational  materials 
relating  to  SIDS,  and  authorized  the  Secretary  to  make  grants  and  contracts  for  projects 
which  include  both  the  collection,  analysis,  and  furnishing  of  information  (derived  from 
postmortem  examinations  and  other  means)  as  to  the  causes  of  SIDS,  and  to  provide 
information  and  counseling  services  to  families  affected  by  SIDS.  The  Act  delegated 
responsibility  for  the  information,  educational,  statistical,  and  counseling  programs 
of  the  legislation  to  the  Office  for  Maternal  and  Child  Health  (OMCH),  Bureau  of  Community 
Health  Services,  Health  Services  Administration. 

P.L.  93-270  expired  on  June  30, 1977.  The  sudden  infant  death  syndrome  program 
was  granted  a  one-year  extension  under  the  authority  of  the  Health  Assistance  Program 
Extension  Act  of  1977  (P.L.  95-83,  August  1, 1977).  The  SIDS  program  was  subsequently 
extended  under  an  Act  to  Extend  the  Program  of  Assistance  under  Title  X  and  Part 
B  of  Title  XI  of  the  Public  Health  Service  Act  (P.L.  95-613),  on  November  8,  1978  for 
a  three-year  period  through  September  30, 1981.  Continued  support  for  the  sudden  infant 
death  syndrome  research  and  counseling  and  information  programs  is  provided  under 
the  Emergency  Medical  Services  Act-SIDS  Amendments  of  1979  (P.L.  96-1*2,  December 
12,  1979). 

The  Department  of  Health  and  Human  Services  Interdepartmental  Panel  on  SIDS, 
chartered  in  1974,  at  the  passage  of  P.L.  93-270,  has  representation  from  Departmental 
programs  with  responsibility  for  SIDS  activities.  The  functions  of  the  panel  are  to  enhance 
communication,  to  coordinate  Federal  SIDS  activities,  to  keep  involved  groups  informed 
of  ongoing  Federal  activities  in  SIDS,  and  to  identify  new  approaches  to  SIDS  Federal 
efforts. 

NICHD  SIDS  Funding 

In  Fiscal  Year  1980,  the  NICHD  obligated  $16,896,000  to  support  219  research  projects 
pertaining  to  SIDS.  These  figures  represent  both  research  specifically  related  to  SIDS 
as  well  as  high-risk  infancy  and  high-risk  pregnancy  research  considered  to  be  generally 
related  to  SIDS.  Data  relevant  to  the  number  of  applications  funded  by  the  NICHD 
in  FY  80  for  SIDS  grants  and  contracts  are  shown  in  Table  I. 

NIH  Research  Programs 

The  NICHD's  research  program  is  a  broadly  based  operation  of  research  that  aims 
to  understand  the  developmental,  physiologic,  and  pathologic  mechanisms  which  predispose 
infants  to  succumb  to  the  syndrome.  Program  objectives  are  to  expand  the  base  of  knowledge; 
to  understand  the  causes  and  underlying  mechanisms  of  the  syndrome;  to  identify  infants- 
at-risk  for  becoming  victims;  to  determine  the  relationship  between  a  "near-miss  event" 
and  SIDS;  to  explore  preventive  approaches;  to  ascertain  the  epidemiologic  characteristics 
of  the  SIDS  victim,  the  SIDS  family,  and  the  victim's  environment,  both  intrauterine 
and  extrauterine;  to  clarify  the  relationship  between  high-risk  pregnancy,  high-risk  infancy, 
and  SIDS;  to  search  for  SIDS  specific  lesions;  and  to  elucidate  the  psychological  impact 
of  a  sudden  and  unexpected  infant  death  on  parents,  siblings,  and  the  extended  family. 

The  Institute's  SIDS  research  program  encompasses  biologic,  epidemiologic,  pathologic, 
and  behavioral  considerations.  Emphasis  areas  include  (1)  developmental  neurophysiology, 
autonomic  disturbances,  and  sleep  state;  (2)  respiratory,  laryngeal,  and  cardiac  functions 
in  response  to  stimuli;  (3)  metabolic  and  endocrine  functions;  W  immunology  and  infection; 
(5)  genetic  factors;  (6)  environmental  influences;  (7)  epidemiology;  (8)  anatomic  pathology; 
and  (9)  the  behavioral  facets  of  the  problem. 
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TABLE  I 


NICHD  SIDS  RESEARCH  GRANTS  AND  CONTRACTS 
FY  1980 


Projects 
(Numbers) 

Funds 

SPECIFICALLY  RELATED 

Funded 

30 

$2,704,000 

GENERALLY  RELATED 

High-Risk  Infancy 
Funded 

81 

$6,098,000 

High-Risk  Pregnancy 
Funded 

108 

$8,095,000 

Note:  Figures  will  not  add  to  total  due  to 

rounding. 

Highlighted  below  are  some  research  accomplishments  in  these  9  emphasis  areas,  as  well 
as  in  the  NICHD  Major  Research  Program  activity  and  the  NICHD  Cooperative  Epidemiologic 

Study  cf  I?isk  Factors. 

Sleep  Apnea  and  Respiratory  Control:  Of  particular  importance  to  understanding  SIDS 
are  NICHD-supported  studies  concerned  with  sleep  states  and  autonomic  function;  sleep 
apnea;  development  of  the  respiratory  control  center;  an  infant's  ventilatory  response 
to  carbon  dioxide;  and  lastly,  how  respiratory  function  is  affected  by  sleep.  It  has  been 
the  respiratory  control  centers  of  the  brain  being  less  effective  in  maintaining  respiration 
during  sleep,  and  further  that  selected  homeostatic  mechanisms  are  rendered  more  vulnerable 
during  infant  sleep. 

Sleep  apnea,  generally  defined  as  the  cessation  of  respiration  for  a  period  of  ten 
seconds  or  longer,  continues  to  be  investigated  as  a  risk  factor  for  SIDS.  Much  of  current 
SIDS  work  in  sleep  apnea  is  built  upon  the  observation  of  an  NICHD  investigator  dating 
back  to  1972.  This  investigator  found  that  the  incidence  of  sleep  apnea  was  significantly 
greater  in  infants  who  weigh  less  than  2,500  grams  than  in  those  with  normal  birth  weights, 
and  that  it  occurred  more  frequently  in  conjunction  with  an  upper  respiratory  infection. 
There  was  an  age-related  effect,  with  spontaneous  sleep  apnea  ceasing  to  occur  by  five 
months  of  age;  sleep  apnea  associated  with  a  nasopharyngitis  continued  until  the  sixth 
or  seventh  month  of  life.  Several  infants  with  documented  sleep  apnea  subsequently 
died  suddenly  and  unexpectedly.  Their  deaths  were  attributed  to  SIDS. 

In  1976,  another  NICHD  investigator  described  three  different  kinds  of  infant  apnea: 
central  or  diaphragmatic  apnea  which  involves  no  movements  of  the  respiratory  muscles 
of  the  abdomen  and  chest;  upper  airway  or  obstructive  apnea  in  which  the  muscles  of 
the  chest  and  diaphragm  move  but  there  is  ho  air  exchange;  and  mixed  apnea  in  which 
a  period  of  upper  airway  apnea  follows  one  of  central  apnea.  The  distinctions  among 
these  three  types  of  apnea  are  assuming  increased  importance  in  understanding  "near- 
miss  events"  and  SIDS  because  (a)  the  most  severe  episodes  of  bradycardia  have  been 
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associated  with  the  upper  airway  and  mixed  types,  (b)  the  associated  bradycardia  lasts 
longer  with  upper  airway  and  mixed  types  than  it  does  with  central  apnea,  (c)  there 
is  greater  oxygen  desaturation  during  upper  airway  apnea,  and  (d)  more  frequent  abnor- 
malities in  the  heart  beat  rhythm  occur  during  upper  airway  and  mixed  apnea. 

Two  NICHD  contracts  designed  to  evaluate  neurophysiologic,  respiratory,  and  cardiac 
parameters  in  low  and  high-risk  infants  have  highlighted  the  complexities  of  these  essential 
functions.  Highly  sophisticated  studies  have  been  able  to  determine  that  the  two  distinct 
components  of  a  single  breath,  inspiratory  and  expiratory  phases,  are  controlled  by  different 
neural  mechanisms.  Some  abnormalities  have  been  identified  in  the  respiratory  control 
center  in  the  brain  stem.  It  is  not  clear  if  the  observed  tissue  changes  are  the  cause 
or  the  consequence  of  hypoxic  injury.  The  fact  that  the  lungs  of  SIDS  victims  are  under- 
ventilated  before  death  is  now  explained  in  many  cases  as  the  consequence  of  abnormalities 
in  respiratory  controls. 

The  observations  of  a  possible  association  between  sleep  apnea  and  SIDS  have  stimulated 
intensive  investigation  of  the  "near-miss"  phenomenon.  A  "near-miss"  infant  is  currently 
defined  as  a  baby  who  has  been  found  not  to  be  breathing,  cyanotic,  and  limp,  who  with 
stimulation  begins  to  breath.  Studies  of  "near-miss"  infants  during  the  past  year  have 
continued  to  provide  impressive  evidence  of  consistent  physiologic  differences  from 
infants  considered  to  be  at  low-risk  for  SIDS.  These  differences  include  longer  periods 
of  quiet  sleep  or  non-rapid  eye  movement  (non-REM),  immature  types  of  sleep  for  age, 
intermittent  periods  of  sleep  apnea,  tachycardia,  a  more  rapid  respiratory  rate,  mild 
inspiratory  stridor  during  sleep,  obstructive  and  mixed  apneic  events  with  bradycardia, 
hypotonia  of  limbs,  hypoventilatory  response  to  C02  during  quiet  sleep,  and  in  response 
to  a  mild  induced  hypoxia,  an  increase  in  periodic  breathing  and  an  increase  in  both 
rate  and  total  duration  of  respiratory  pauses. 

Chronic  underventilation  and  blunted  responses  to  respiratory  stimuli  have  been 
observed  by  NICHD  investigators  in  a  number  of  infants  who  had  a  history  of  "near-miss" 
events,  several  of  whom  subsequently  became  SIDS  victims.  In  diagnostic  studies,  a 
significant  increase  in  periodic  breathing  was  observed  as  well  as  an  increase  in  both 
rate  and  total  duration  of  respiratory  pauses.  Other  tests  revealed  that  "near-miss" 
infants  hypo  ventilated  during  quiet  sleep,  and  further,  that  ventilatory  response  to  C02 
during  quiet  sleep  was  impaired.  Only  babies  who  had  a  history  of  apnea  or  had  experienced 
a  "near-miss"  event  responded  in  this  fashion.  These  observations  provide  further  evidence 
that  some  SIDS  victims  have  impaired  control  of  respiration  prior  to  death  and  may 
have  experienced  undetected  chronic  hypoventilation  for  varying  periods  of  time. 

NICHD-supported  investigations  of  siblings  of  SIDS  victims  continue  to  be  of  value 
in  understanding  the  phenomenon  of  SIDS.  The  increased  evidence  of  periodic  breathing 
in  siblings  of  SIDS  victims  and  the  tendency  toward  lower  ventilatory  response  to  C02 
suggest  that  an  environmental  or  familial  factor  may  be  transmitted.  Since  these  abnor- 
malities were  found  in  larger  numbers  of  infants  than  was  expected  (12/46  in  these  studies 
compared  to  14/1000  from  published  epidemiology  studies),  it  is  suggestive  that,  in  order 
to  explain  death,  abnormal  regulation  of  ventilation  must  interact  with  other  factors. 

The  incidence  of  SIDS  is  reported  to  be  significantly  higher  in  infants  born  to  women 
who  received  methadone  treatment  during  pregnancy.  Cardiopulmonary  function  and 
chemoreceptor  dysfuntion  are  being  examined  by  an  NICHD  investigator  to  determine 
if  the  baby  born  to  a  maternal  methadone  taker  has  a  persistence  of  chemoreceptor 
dysfunction,  and  if  this  dysfunction  is  linked  to  the  documented  high  incidence  of  SIDS 
among  these  babies. 
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Hypoxia  and  Hypoxemia;  The  1973  findings  by  an  NICHD  investigator  of  hypertrophy 
and  hyperplasia  of  the  muscle  mass  surrounding  the  small  pulmonary  arteries  in  SIDS 
victims  provided  the  first  presumptive  evidence  that  SIDS  victims  have  been  subjected 
to  chronic  hypoxic  stress  for  varying  periods  of  time  before  death.  Other  findings  in 
SIDS  victims,  many  emanating  from  NICHD-supported  projects,  which  provide  further  support 
for  the  hypoxia  and  hypoxemia  hypotheses,  include  increased  weight  of  the  cardiac  right 
ventrical;  increased  retention  of  periadrenal  brown  fat;  increased  hepatic  erythropoiesis; 
increased  or  decreased  volume  of  glomic  tissue  in  the  carotid  body;  increased  chromaffin 
tissue  in  the  adrenal  medulla;  abnormal  gliosis  in  the  respiratory  center  of  the  brain 
stem;  increased  levels  of  blood  Cortisol;  fat  laden  cells  in  the  cerebrospinal  fluid;  and 
abnormal  proliferation  in  the  lateral  reticular  formation  of  the  brain  stem. 

Upper  Airway  Function  and  Reflexes;  Approximately  one-third  of  SIDS  infants  show 
no  stigmata  of  hypoxia  and  hypoxemia,  and  it  is  believed  that  a  number  of  these  deaths 
may  be  associated  with  problems  of  upper  airway  function,  reflex  responses,  airway 
obstruction,  and  apnea.  Obstruction  of  the  airway  at  the  level  of  the  posterior  pharynx 
could  account  for  some  crib  deaths.  Oropharyngeal  occlusion  may  be  associated  with 
some  combination  of  position,  anatomic  structure,  reflex  activity,  pharyngeal  relaxation 
during  sleep,  a  hypermobile  mandible,  and  an  enlarged  tongue. 

Studies  of  young  infant  animals  have  revealed  that  stimulation  of  the  superior  laryngeal 
nerve  (SLN)  and  surrounding  areas  by  chemical  and  mechanical  methods  can  result  in 
pronounced  local  and  systemic  effects,  involving  swallowing,  glottal  closure,  apnea, 
cardiovascular  changes,  cardiac  function,  and  oxygen  desaturation.  There  is  documented 
evidence  of  gastroesophageal  reflux  associated  with  apnea  in  a  number  of  "near-miss" 
infants.  Based  upon  SIDS  necropsy  findings,  it  has  been  suggested  also  that  excess  mucus 
secreted  by  the  glands  of  the  larynx  can  provide  a  potential  source  of  abnormal  reflex 
stimulation. 

Experiments  are  under  way  to  further  define,  neurophysiologically,  the  central  organi- 
zation of  the  laryngeal  adductor  reflexes  with  respect  to  protective  glottal  closure  and 
laryngeal  spasm  which  would  be  etiologically  significant  to  SIDS.  Studies  of  puppies 
between  2  and  50  days  of  age  revealed  that  decreasing  central  latency  results  from 
progressive  synaptic  maturation,  thereby  greatly  enhancing  the  frequency  response  of 
the  motor  nucleus  to  afferent  stimuli.  This  phenomenon  signals  the  completion  of  a 
significant  neurologic  event,  reflecting  a  major  reorganization  of  established  neuronal 
pathways  in  the  developing  brainstem.  It  has  been  found  also  that  the  mechanism  of 
laryngeal  hyperexcitability  appears  to  be  related  to  maturationai  alterations  of  the 
central  rather  than  the  peripheral  nervous  system.  Investigations  examining  the  effect 
of  hypoxia  on  neurons  have  determined  that  the  most  rapid  period  of  synaptic  development 
occurs  during  the  early  postnatal  period,  which  would  pinpoint  it  as  the  most  vulnerable 
to  external  forces  such  as  hypoxia.  All  of  these  observations  may  have  significant  etiologic 
importance  for  understanding,  in  part,  the  pathophysiology  of  some  sudden  infant  deaths. 

Infectious  Disease  Processes  and  Immunology;  It  is  important  to  understand  the 
relationship  between  the  SIDS  event  and  infection.  It  is  generally  agreed  that  the  infection 
may  act  to  precipitate  SIDS,  but  not  as  an  overwhelming  viremia  or  bacteremia.  Most 
likely  it  acts  locally,  probably  in  the  respiratory  tract.  In  considering  the  role  of  immu- 
nological phenomena  in  SIDS,  current  studies  suggest  that  an  immunologic  release  of 
mediators  from  target  cells  (mast  cells)  in  the  upper  respiratory  tract  may  be  the  primary 
factor  rather  than  an  immunologic  deficiency. 

A  bacterial  infection  by  Clostridium  botulinum  recently  has  been  implicated  in  SIDS. 
An  NICHD-supported  investigator  hypothesized  that  some  SIDS  cases  could  be  the  fulminant 
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manifestation  of  infant  botulism  where  death  results  from  intestinal  infection  and  toxin 
production.  In  a  study  carried  out  in  California,  of  the  first  60  consecutive  cases  of 
infant  botulism,  10  babies  died.  Interestingly,  the  affected  infants  could  not  be  differ- 
entiated from  SIDS  infants  at  autopsy.  Current  studies  being  pursued  by  these  investigators 
seek  to  determine  the  ability  of  breast  milk  to  protect  against  C.  botulinum  infection. 

Cardiac  Abnormalities;  Sudden  death  due  to  cardiac  arrhythmias  could  cause  some 
SIDS  deaths.  Bradycardia  and  arrhythmias  have  been  reported  with  apneic  episodes 
during  sleep,  especially  those  that  occur  during  non-REM  sleep.  Evidence  supplied  by 
several  NIH  investigators  is  not  conclusive  that  abnormalities  in  the  QT  interval  contribute 
significantly  to  a  large  number  of  SIDS  cases,  nor  that  an  inherited  cardiac  arrhythmia 
involving  prolongation  of  the  QT  interval  plays  a  role  in  the  pathogenetic  mechanism 
of  SIDS.  Also,  no  strong  evidence  exists  to  attribute  SIDS  to  cardiac  conduction  disorders. 

Genetic,  Familial,  and  Environmental  Factors:  No  definitive  data  exist  to  indicate 
a  genetic  basis  for  the  syndrome,  although  there  are  families  in  which  more  than  one 
infant  has  died  from  SIDS.  In  early  1970,  an  investigator  from  Ireland  reported  a  SIDS 
rate  for  siblings  of  11.1  to  22.1  per  1,000  siblings  at  risk,  representing  a  recurrence 
rate  of  about  2  percent.  A  recently  completed  NICHD-supported  epidemiologic  study 
investigating  the  possibility  of  a  familial-genetic  basis  for  the  syndrome  found  a  SIDS 
rate  among  subsequent  live-born  infants  approximating  2  percent,  equivalent  to  an  odds- 
against-repetition  of  50  to  1.  Findings  from  this  study  also  revealed  that  if  one  twin 
dies  of  SIDS,  there  is  only  a  5  to  8  percent  possibility  that  the  other  baby  will  succumb 
to  SIDS,  irrespective  of  zygosity.  This  low  concordance  rate  in  twins  makes  a  genetic 
origin  for  SIDS  even  more  unlikely.  Most  importantly,  these  data  provide  strong  support 
for  environmental  and  developmental  causative  factors  in  SIDS. 

Major  Research  Program  Grant  Activities:  The  Institute  is  providing  support  for 
a  large  multidisciplinary  SIDS  effort  through  a  Major  Research  Program  (MRP)  grant. 
These  investigators  are  examining  several  current  etiologic  hypotheses  with  a  view  to 
identifying  for  each  of  them  a  SIDS  risk  marker.  In  one  study,  apparently  healthy  newborn 
infants  are  being  examined  during  the  early  weeks  of  life  for  evidence  of  sleep  apnea. 
Those  infants  with  documented  sleep  apnea  are  studied  closely  during  the  first  six  months 
of  life  in  the  search  for  clues  relating  sleep  apnea  to  SIDS.  In  addition,  biochemical 
and  immunological  studies  are  underway  on  a  iarge  number  of  pregnant  women  who 
are  followed  prospectively  through  pregnancy,  labor  and  delivery,  and  the  postpartum 
period,  with  newborn  evaluations  and  risk  profile  scores  being  obtained  on  all  infants. 
The  effectiveness  of  electronic  monitoring  of  infant  respiration  in  the  home  and  the 
impact  on  the  nuclear  family  of  a  SIDS  death  also  are  being  investigated. 

NICHD  Cooperative  Epidemiologic  Study  of  SIDS  Risk  Factors:  Since  FY  1977,  the 
NICHD  has  been  supporting  a  Cooperative  Epidemiologic  Study  of  SIDS  Risk  Factors. 
This  muiticenter,  case/control  investigation  aims  to  establish  the  relevance  of  potential 
risk  factors  with  greater  certainty  than  other  epidemiologic  studies  of  more  limited 
scope  have  permitted.  Data  are  being  obtained  for  a  large  number  of  variables  on  more 
than  800  SIDS  infants  who  died  suddenly  between  October  9, 1978  and  December  31, 
1979  and  on  two  matched  living  control  infants  for  each  case.  One  control  is  matched 
by  age;  the  other  matched  by  age,  birthweight,  and  race  (black/not  black). 

The  objectives  of  this  study  are  (1)  to  identify  from  a  broad  array  of  infant,  maternal, 
environmental,  pathological,  and  medical  care  variables,  risk  factors  associated  with 
the  sudden  infant  death  syndrome,  and  (2)  to  develop,  based  on  the  data  obtained,  a 
risk  prediction  scheme  that  will  identify  infants  during  the  early  weeks  of  life  who  are 
at  high  risk  for  succumbing  to  SIDS.  The  study  involves  six  data  study  centers  located 
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in  New  York  City,  upstate  New  York,  Chicago,  St.  Louis,  northern  California,  and  Seattle; 
a  data  coordinating  center  at  the  University  of  Washington  in  Seattle;  and  a  pathology 
coordinating  laboratory  at  the  Medical  Examiner's  Office  in  San  Francisco. 

Information  is  being  obtained  from  three  principal  sources:  (1)  an  interview  schedule 
that  was  administered  by  public  health  nurses  trained  in  interviewing  techniques;  (2) 
medical  records  relating  to  pregnancy  history,  delivery  of  the  infant,  infant  medical 
history,  and  infant  behavior  in  the  nursery,  as  well  as  after  discharge  from  the  nursery, 
describing  illnesses,  treatment  by  a  physician,  or  hospitalization;  and  (3)  death  investi- 
gation and  gross  autopsy  reports,  including  results  of  microscopic  evaluation  of  selected 
tissues  from  SIDS  infants.  All  data  from  these  sources  will  be  entered  on  tape  by  the 
end  of  calander  year  1981.  Data  from  the  interview  schedules  have  been  edited.  Data 
from  the  abstraction  of  medical  records  are  being  entered  as  received.  Abstraction 
of  data  from  death  investigation  and  gross  autopsy  reports  will  be  edited  by  late  fall 
of  1981.  When  all  data  from  these  sources  have  been  collected,  about  3,200  items  of 
information  on  each  case  and  control  infant  will  be  stored  in  three  data  files. 

A  preliminary  examination  of  about  one-fourth  of  the  data  obtained  through  parent 
interviews  has  confirmed  some  findings  of  earlier  epidemiologic  studies  regarding  high- 
risk  for  SIDS,  such  as  a  mother  less  than  20  years  of  age  who  smokes;  age  of  the  mother 
being  less  than  20  years  at  first  pregnancy;  low  attained  educational  level;  and  infants 
with  low  birthweight  for  gestational  age.  It  is  gratifying  to  find  that  these  preliminary 
findings  are  in  conformance  with  previously  reported  findings  of  more  limited  studies. 
These  risk  factors  however,  are  not  specific  for  SIDS  but  appear  as  risks  for  infant  mortality 
in  general,  and  the  majority  of  them  are  strongly  associated  with  economic  disadvantage. 

High-risk  Pregnancy  -  High-risk  Infancy  Research  &  SIDS:  Intensive  and  systematic 
research  initiated  over  the  past  decade  has  led  to  the  realization  that  for  some  infants, 
conditions  associated  with  high-risk  pregnancy  and  high-risk  infancy  are  contributing 
factors  to  the  occurrence  of  the  sudden  infant  death  syndrome  event;  in  other  instances 
it  is  evident  that  these  sudden  infant  deaths  are  the  result  of  events  that  occurred,  or 
did  not  occur,  some  months  earlier  in  the  intrauterine  environment  or  in  the  early  weeks 
of  extrauterine  life.  Either  of  these  two  situations  —  environmental. influences  or  devel- 
opmental phenomena  --  can  result  in  immature  coordination  of  vital  functions  which 
can  seriously  affect  an  infant's  ability  to  adapt,  even  to  minor  stressful  situations  such 
as  common  colds,  fluctuations  in  environmental  temperature,  or  sleep  deprivation. 

Ongoing  research  supported  by  NICHD  on  high-risk  pregnancy  and  high-risk  infancy 
is  helping  to  delineate  the  maternal  factors  governing  normal  and  abnormal  fetal  and 
neonatal  growth  and  development,  and  the  regulatory  processes  responsible  for  the  inte- 
gration of  maturing  vital  functions  such  as  respiration,  circulation,  and  sleep.  Other 
studies  are  clarifying  how  stress  affects  the  maternal  endocrine  system,  fetal  maturation, 
and  uterine  blood  flow,  including  the  possible  interference  with  an  adequate  supply  of 
nutrients  and  oxygen  to  the  fetus; 

A  number  of  NICHD-supported  investigations  are  directed  at  unraveling  the  mysteries 
of  what  begins  the  process  of  labor  and  how  premature  labor  may  be  prevented.  Other 
investigators  are  probing  the  multiple  facets  of  newborn  adaptation  to  a  new  environment, 
and  specifically  the  mechanisms  underlying  the  responses  of  the  growth-retarded  and 
immature  baby.  When  the  factors  capable  of  modifying  the  pattern  of  maturation  of 
the  fetus  and  newborn  infant,  or  those  curtailing  the  "adaptability  margin"  to  stress 
of  vital  physiological  functions,  are  understood,  uncovering  the  mechanisms  responsible 
for  SIDS  should  be  possible.  In  turn,  the  development  of  appropriate  strategies  for  the 
prevention  of  some  SIDS  cases  could  be  undertaken. 
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National  Institute  of  Neurological  and  Communicative  Diseases  and  Stroke 

The  National  Institute  of  Neurological  and  Communicative  Disorders  and  Stroke 
(NINCDS)  has  supported  a  research  contract  which  included  a  study  of  130  victims  of 
SIDS  in  the  NINCDS  Collaborative  Perinatal  Project.  The  analysis  and  interpretation 
of  these  data  suggested  central  nervous  system  dysfunction  in  SIDS,  particularly  of  the 
brain  stem.  The  NINCDS  supports  a  number  of  research  grants  which  are  investigating 
areas  which  indirectly  relate  to  SIDS.  These  include  studies  on  the  concentrations  of 
neuropeptides  in  autopsied  human  brains  at  different  stages  of  development  from  the 
20th  week  of  fetal  life  through  childhood.  Neuropeptide  concentrations  in  brain  tissue 
from  normal  children  will  be  compared  to  concentrations  in  children  with  neurological 
disorders;  other  studies  focus  on  the  functional  development  of  neural  networks  and 
the  identification  of  developmental  neuropathology.  Mammalian  studies  are  being  conducted 
to  understand  better  the  relationship  of  the  maturation  of  the  neurotransmitter  system 
to  behavioral  arousal  and  the  relationship  of  naturally  occurring  neuron  death  to  the 
normal  development  of  the  mammalian  central  nervous  system.  Information  is  being 
sought  on  how  the  brain  of  infrahuman  primates  becomes  assembled  as  a  means  of  under- 
standing normal  and  pathological  development  of  the  human  brain.  The  neural  plasticity 
of  the  developing  brain  and  the  deficits  in  cell  communication  following  perinatal  hypoxia 
during  critical  developmental  stages  are  under  study  in  animals.  These  research  investi- 
gations will  provide  new  basic  knowledge  which  in  turn  can  lean  to  a  better  understanding 
of  neuropathology  of  SIDS. 


National  Heart,  Lung,  and  Blood  Institute 

The  National  Heart,  Lung,  and  Blood  Institute,  while  not  supporting  targeted  research 
on  the  sudden  infant  death  syndrome,  does  fund  projects  in  areas  which  are  generally 
related  to  SIDS.  These  projects  include  studies  of  early  hypoxia  and  development  of 
respiratory  control,  prenatal  electrophysiology,  functional  sympathetic  development 
in  neonatal  hearts,  and  other  investigations  of  the  cardiopulmonary  system. 
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HEALTH  SERVICES  ADMINISTRATION 
Bureau  of  Community  Health  Services 
Sudden  Infant  Death  Syndrome  Program 
(Part  B,  Title  XI,  Public  Health  Service  Act) 

The  SIDS  Program  Office  in  the  Office  for  Maternal  and  Child 
Health  (CMCH) ,  Bureau  of  Community  Health  Services  (BCHS) , 
Health  Services  Administration  (HSA) ,  Public  Health  Service 
(PHS) ,  Department  of  Health  and  Human  Services  (DHHS)  has  the 
primary  Federal  responsibility  for  carrying  out  the  activities 
authorized  under  the  legislation.    These  activities  include: 
(a)  counseling  and  information  services  for  families  whose 
infants  died  suddenly  and  unexpectedly;  (b)  developing  and 
disseminating  information  and  educational  materials  relating  to 
SIDS  for  professionals,  paraprofessionals,  volunteers  and  the 
general  public;  and  (c)  SIDS  statistical  programs. 

The  major  purpose  of  the  program  are:    (a)  to  assist  families 
and  prevent  secondary  traumas  by  providing  informed,  humane, 
coordinated  and  comprehensive  information  and  counseling 
services  during  the  periods  of  bereavement  and  grief;  (b)  to 
keep  professionals,  paraprofessionals,  volunteers,  and  the 
public,  who  may  encounter  these  families,  currently  informed 
about  SIDS  and  its  effect  upon  the  family  survivors,  and  about 
their  responsibilities  to  families  faced  with  this  crisis;  (c) 
to  apply  research  findings  in  a  timely  and  orderly  manner  in 
order  to  identify  and  diagnose  infants  who  may  be  at  risk  for 
SIDS  so  they  may  receive  therapeutic  intervention;  and 
ultimately,  (d)  to  prevent  these  tragic  deaths. 

The  strategy  for  implementation  of  the  first  goal  is  to 
maximize  the  resources  by  establishing  comprehensive  and 
coordinated  State  systems  for  immediate  and  ongoing  services 
utilizing  existing  county,  State  and  Federal  health,  emergency 
and  safety  services  and  available  private  resources  and 
facilities.    Recipient  grantees  have  demonstrated  that 
cooperative  working  relationships  with  appropriate  resources 
within  a  State  or  a  defined  smaller  geographic  area  can  provide 
prompt  case  identification,  confirmation  of  the  cause  of  death, 
prompt  notification  of  the  family  about  the  cause  of  death,  and 
early  and  periodic  counseling  services  for  family  survivors. 
The  number  of  death  investigations,  including  autopsies  and  the 
use  of  SIDS  on  death  certificates,  is  increasing  annually.  The 
project  coordination  of  emergency  medical  and  safety  service 
providers,  medical  examiners  and  coroners,  the  clergy,  funeral 
directors,  public  health  and  mental  health  services,  and 
volunteers,  makes  it  possible  for  concerned  individuals  to  have 
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access  to  SIDS  information,  appropriate  notification  about 
their  infant's  cause  of  death,  and  referral  to  appropriate 
resources  for  counseling  and/or  peer  support  when  indicated. 

Implementation  of  the  second  objective  for  development  and 
dissemination  of  information  and  educational  materials  has  been 
conducted  at  both  the  national  project  levels.    The  SIDS 
Program  Office  has  developed  and  produced  major  printed  and 
audiovisual  materials  in  a  variety  of  formats  to  meet  the  needs 
of  both  professional  and  the  general  public.    The  Office  also 
has  planned  and  conducted  SIDS  programs  at  national  meetings  of 
professional  organizations  and  other  Federal  agencies. 
Technical  assistance  and  consultation  are  another  strategy  for 
keeping  individuals,  agencies  and  organizations  informed. 

The  projects  conduct  their  information  and  educational  programs 
through  the  mass  media,  inservice  programs,  short-term 
educational  courses  in  institutions  of  higher  learning,  and 
lectures  at  high  schools  and  in  the  community.    They  also 
provide  technical  assistance  and  consultation  to  concerned 
groups  and  organizations  in  their  project  areas. 

The  mid-range  objectives  for  the  SIDS  program  are  to  continue 
to  extend  service  activities  nationwide  and  to  insure  that  any 
family  requiring  information  about  their  infant's  cause  of 
death  and  about  SIDS,  or  needing  early  and  periodic  grief 
counseling  services,  will  have  access  to  the  appropriate 
resources  to  meet  their  needs.    The  long-range  objectives  are 
to  identify  vulnerable  infants  at  an  early  age  and  to  institute 
diagnostic  and  treatment  services  which  may  prevent  these 
tragic  deaths. 

The  guiding  concepts  for  the  SIDS  program  are  the  coordination 
of  appropriate  existing  resources  for  improved  services  to 
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families  (see  Figure  1) ,  the  timely  transmission  of  research 
findings  to  clinical  services  and  the  orderly  implementation  of 
new  diagnostic  and  treatment  methods;  and  the  continuing 
education  of  professionals,  paraprofessionals,  volunteers,  and 
the  general  public  about  SIDS  and  its  impact  on  families. 

FIGURE  I 
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As  of  September  30,  1980,  there  were  42  SIDS  projects  operating 
in  37  States.    In  35  States,  coordinated  and  comprehensive  SIDS 
information  and  counseling  services  are  available  statewide, 
and,  in  2  States,  project  services  are  available  in  defined 
geographic  areas.    About  5,400  infant  deaths  attributable  to 
SIDS  occur  in  these  project  areas  each  year. 

The  projects  are  serving  rural  and  urban  populations  about 
equally.    Using  the  1978  data  for  the  number  of  infants  born  in 
rural  and  urban  areas  of  each  State,  SIDS  project  services  were 
available  to  approximately  49.9  percent  of  the  urban  population 
and  50.1  percent  of  the  rural  population  to  whom  infants  were 
born. 
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Of  the  42  SIDS  Information  and  Counseling  Projects,  37  have 
been  in  operation  for  1  or  more  years.    The  projects  continue 
to  improve  their  effectiveness  by  identifying,  organizing  and 
working  cooperatively  with  appropriate  existing  resources; 
establishing  or  arranging  for  the  establishment  of  appropriate 
resources;  collecting  and  analyzing  their  project  data;  and 
conducting  educational  programs  for  professionals, 
paraprofessionals,  and  volunteers  concerned  with  SIDS.  The 
following  are  examples  of  activities  of  the  SIDS  projects  in 
the  major  program  areas  for  which  they  are  funded: 

1.    The  number  of  death  investigation  studies,  including 
autopsies  on  infants  who  die  suddenly  and  unexpectedly 
is  increasing.    These  studies  are  the  primary  means  for 
confirming  that  the  death  remains  inexplicable  and, 
therefore,  attributable  to  SIDS.    Less  than  3  percent 
of  the  total  funds  obligated  to  the  SIDS1  projects 
provide  for  transportation  of  the  deceased  and  the 
autopsy.    Therefore,  more  than  90  percent  of  all  infant 
autopsies  are  now  provided  by  local,  county,  or  State 
funds. 

TABLE  I 

PERCENTAGE  OF  INFANTS  IN  THE  USA  WHOSE  CAUSE 
OF  DEATHS  AS  SIDS  WAS  CONFIRMED  BY  AUTOPSY 


1973  3,264  70.0 

1974  1)  3,775  73.4 

1975  2)  4,181  75.4 

1976  •  4,357  77.5 

1977  4,751  78  5 

1978  4,963  79.9 


1)  SIDS  Legistation  enacted  )P.L.  93-270) 

2)  SIDS  Informational  and  Counseling  Projects  funded. 

2.  The  appropriate  use  of  SIDS  as  the  cause  of  death  on 
death  certificates  continues  to  improve  although  the 
latest  figures  still  represent  under  reporting  (see 
Table  I) . 

3.  Most  death  investigation  systems  in  SIDS  project  areas 
now  are  notifying  parents  by  telephone  and/or  letter 
within  24-48  hours  about  the  cause  of  their  infant's 
death.    If  special  microscopic  studies  are  to  be 
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conducted,  families  are  notified  of  the  final 
diagnosis  upon  completion. 

4.  Counseling  services  are  available  and  accessible  to 
about  5,400  families  who  have  lost  infants  to  SIDS. 
The  medical  examiner  or  coroner  is  the  primary  source 
of  referral  of  SIDS  family  survivors  to  the  SIDS 
projects.    Personal  contacts  are  made  by  the  project 
staff  or  by  members  of  appropriate  community 
resources.    These  counseling  resources  include 
medical,  health  and  mental  health  or  personal  care 
providers  as  well  as  volunteer  providers  of  peer 
support. 

5.  The  collection  and  dissemination  of  information  on 
SIDS  to  health  care  providers  and  to  the  general 
public.    The  projects  continue  to  produce  information 
materials  relevant  for  local  use  in  individual  or 
group  setting  and  for  the  mass  media.    Projects  also 
rely  heavily  on  the  materials  produced  at  the  national 
level. 

6.  The  education  and  training  of  profesionals, 
paraprofessionals,  and  volunteers  in  the  safety, 

, medical,  health  and  social  welfare  fields  continue  to 
be  essential  of  the  program.    The  projects  conduct 
approximately  2,000  short-term  training  programs 
throughout  the  year.    Many  are  now  accredited  for 
continuing  education  units  by  professional 
organizations. 

7.  The  recordings  and  reporting  of  SIDS  data.  Several 
projects  with  large  population  service  areas 
participated  in  the  Cooperative  Epidemiological  Study 
of  SIDS  Risk  Factors,  supported  by  the  National 
Institute  for  Child  Health  and  Human  Development 
(NICHD) .    Other  projects  were  engaged  in  studies  of 
more  limited  scope.    Project  data  concerning  SIDS 
services  to  families  and  educational  activities  are 
contained  in  the  annual  report  of  each  project. 

A  substancial  number  of  the  projects  have  been  urged  by  the 
public  to  initiate  similar  community  services  for  families 
whose  infants  die  from  other  causes.    Also,  the  projects 
have  found  it  necessary  to  respond  to  request  from  the 
public  and  professional  communities  for  information  about 
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services  for  diagnosis  and  treatment  of  infants  who  may  be 
at  risk  for  SIDS. 

The  following  are  additional  activities  in  which  the 
activities  of  the  SIDS  program  has  provided  leadership  and 
cooperation  - 

1.  Publication  and  Distribution  of  Informational  and 
Educational  Materials 

The  SIDS  Program  Office  has  the  primary  responsibility 
for  preparing  and  disseminating  information  and 
educational  materials  with  national  applicability. 
Approximately  400, CCO  copies  of  18  SIDS  publications 
produced  by  the  Frcgram  Office  were  distributed" to  the 
projects,  HHS  Regional  Offices,  State  Departments  of 
Health,  private  organizations,  and  to  individuals. 

2.  Annual  Meeting 

On  June  1-4,  1980,  the  Fourth  National  SIDS 
conferences  was  planned  and  hosted  by  the  Minnesota 
SIDS  Information  and  Counseling  Project.  Senator 
David  Durrenrercer  v;as  the  Keynote  speaker.  The 
conference  theme  evolved  from  the  ad  hoc  study  panel 
composed  of  pathologists,  medical  examiners,  and  death 
investigators  who  had  met  on  September  10,  197o,  to 
define  some  of  the  existing  concerns.    The  conference 
focused  on  the  requirements  for  accurate  confirmation 
of  SIDS  as  a  cause'  of  death  and  on  the  necessity  for 
both  prompt  notification  of  family  survivors  and 
referral  to  the  SIDS  projects  for  counseling 
services.    The  approximately  275  persons  attending 
include  SIDS  project  staff  members,  representatives  of 
the  death  investigation  systems  from  all  States,  SIDS 
parents,  representatives  from  the  National  SIDS 
Foundation  and  the  Council  of  Guilds  for  Infant 
Survival,  a  member  of  Senator  Cranston's  staff,  and 
representatives  of  the  General  Accounting  Office. 

3.  Evaluation  of  SIDS  Projects 

In  FY  1978,  activities  were  initiated  to  evaluate  the 
SIDS  projects.    This  effort,  utilizing  contract 
authority,  was  done  in  two' phases.    Phase  I  was  to 
design  a  study  methodology  appropriate  to  accomphish 
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the  evaluation  goals  and  objectives,  and  it  was 
successfully  completed  on  June  27 ,  1978. 

The  data  collection,  analysis,  summary  of  findings, 
and  recommendations  are  to  be  conducted  during  Phase 
II.    A  contract  for  this  procurement  was  awarded  on 
,  September  26,  1979.    Interviews  with  project  staffs 
and  the  collection  of  project  case  management  data 
have  been  completed.    The  analysis  of  findings  and 
recommendations  will  be  submitted  as  a  final  report  in 
December  1980. 

4.  Audit  of  SIDS  Program  by  General  Accounting  Office 
(GAO) 

On  February  22,  1980,  an  audit  of  several  aspects  of 
the  SIDS  Counseling  and  Information  Projects  program 
was  requested  by  the  subcommittee  on  Child  Health  and 
Human  Development  of  the  Committee  on  Labor  and  Human 
Resources;  the  Committee  on  Appropriations;  and  the 
subcommittee  on  Health  and  the  Environment  of  the 
Committee  on  Interstate  and  Foreign  Commerce.  The 
SIDS  Program  Office  and  11  selected  SIDS  projects 
cooperated  in  this  endeavor.    The  report  is  being 
written  by  GAO  and  will  be  issued  about  December  1, 
1980. 

5.  Study  of  State  Laws,  Death  Investigation  Systems  and 
Practices  and  Their  Impact  on  Those  Affected  by  SIDS 

Section  1121(C) (2)  of  the  SIDS  Amendments  of  1979 
(P.L.  96-142)  requires  that  the  SIDS  Program  Office 
conduct  a  study  on  State  laws,  practices,  and  systems 
relating  to  death  investigations  and  their  impact  on 
sudden  and  unexplained  infant  deaths.    It  also  calls 
for  recommendations  regarding  future  steps  which  HHS 
should  take  to  improve  the  quality,  frequency  and 
uniformity  of  the  postmorten  examinations  performed 
under  such  laws,  practices,  and  systems  in  cases  of 
sudden  and  unexplained  infant  deaths.  Among 
recommendations  to  be  considered  are  the  desirability 
and  feasibility  of  establishing  pilot  projects  for 
centralized  postmorten  and  specimen  examination 
systems  on  a  statewide  or  regional  basis. 

In  order  to  accomplish  this  study,  a  contract  was 
awarded  on  June  30,  1980.    The  contractors  have 
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developed  an  operational  plan;  selected  nine  States 
representing  the  range  of  death  investigation  systems 
for  indepth  study;  developed  interview  schedules  to 
apply  to  members  of  the  death  investigation  systems, 
SIDS  projects  personnel,  and  parents  whose  infants 
have  died  of  SIDS;  established  dates  for  visiting  each 
of  the  nine  States;  and  initiated  the  survey  to  update 
State  legislation  relevant  to  infant  deaths.    It  is 
anticipated  that  findings  from  this  study  will  be 
available  by  mid  1981. 

6.  Workshop  Concerning  SIDS  Familial  Impact  Research 

On  April  7-9,  1980,  a  group  of  21  met  to  explore  the 
sociological  and  psychological  perspectives  of  death 
of  a  family  member  due  to  SIDS,  and  to  consider 
possible  methodological  approaches  to  research  in  this 
fertile  but  complex  area.    Because  of  the 
vulnerability  of  the  family  during  periods  of 
bereavement  and  grief,  ethical  considerations  in  the 
conduct  of  research  involving  family  members  also  were 
discussed. 

This  meeting  was  planned  by  representatives  from  the 
SIDS  Program  Office,  NICHD,  NIMH,  and  the  Florida  SIDS 
Project.    The  Florida  SIDS  Project  successfully 
implemented  the  agenda  and  hosted  the  workshop.  The 
worshop  proceedings  will  be  published  and  distributed 
in  1981. 

7.  Uniform  Information  System 

Section  1121 (a) (2) (A)  of  the  SIDS  Amendments  of  1979 
(P.L.  96-141)  requires  that  the  SIDS  Program  Office 
develop  and  implement  a  system  for  the  periodic 
reporting  of  information  collected  by  the  report 
grantees  and  for  the  dissemination  of  that 
information.    Utilizing  the  findings  and 
recommendations  of  the  GAO  audit  of  the  SIDS  Project 
Evaluation  Study  and  the  preliminary  findings  of  the 
NICHD  Cooperative  Epidemiological  Study  of  SIDS  Risk 
Factors,  the  SIDS  Program  Office  Epidemiological  Study 
of  SIDS  Risk  Factors,  the  SIDS  Program  Office  has 
initiated  activities  to  establish  a  uniform  reporting 
system  for  the  SIDS  project  grantees.    It  will  be 
reviewed  and  commented  on  by  staff  of  the  SIDS 
projects  and  representatives  of  State  departments  of 
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health  prior  to  final  revision  and  submission  to  GMB 
for  clearance. 

8.     Cooperative  Activities  With  Other  Federal  Programs 

Since  the  inception  of  the  SIDS  program  in  the  BCES, 
there  have  been  significant  efforts  to  work 
collaboratively  with  a  number  of  Federal  programs 
concerned  with  SIDS  or  SIDS-related  issues.  This 
insures  the  coordination  of  efforts  and  maximizes  the 
use  of  Federal  resources  and  additional  expertise. 
Examples  of  these  cooperative  activities  are  the 
following : 

1.  The  interagency  Panel  on  SlDs 

2.  The  Cooperative  Epidemiologic  Studv  of  SIDS  Risk 
Factors  sponsored  by  NICHD. 

3V     Surveillance  study  of  the  Center  for  Disease 
Control  precipitated  when  several  infants 
in  Tennessee  died  suddenly  and  unexpectedly 
shortly  after  having  been  innoculated  with  DTP. 

4.      NCHS  has  provided  data  about  SIDS  deaths;  has  • 
participated  with  study  panels  on  death 
investigation;  and  has  provided  consultation  cn 
,  the  death  investigation  study  as  well  as  the 
evaluation  contract. 

OFFICE  OF  THE  ASSISTANT  SECRETARY  FOR  HEALTH 

National  Center  for  Health  Statistics 

THE  SUDDEN  INFANT  DEATH  SYNDROME 


In  the  United  States,  Sudden  Infant  Death  Syndrome  (SIDS), 
also  known  as  crib  death,  is  among  the  leading  causes  of  death 
in  infants  between  the  ages  of  one  month  and  one  year.     It  is 
estimated  that  between  two  and  two  and  one-half  infants  per 
1,000  live  births  succumb  to  this  syndrome.     Most  victims  are 
between  the  ages  of  one  to  six  months.     The  frequency  is  highest 
between  the  second  and  fourth  months  of  life.     A  discrete  clas- 
sification for  Sudden  Infant  Death  Syndrome   (SIDS) ,  was  estab- 
lished by  NCHS  with  the  Eighth.  Revision  of  the  International 
Classification  of  Diseases  Adapted  for  Use  in  the  United  States; 
this  discrete  classification  was  first  used  for  classifying 
deaths  occuring  in  calendar  year  1973.     Under  the  Ninth  Revision 
of  the  International  Classification  of  Diseases,  implemented  in 
the  United  States  effective  with  the  calendar  year  1979,  this 
catagory  has  again  been  included.     Also,  beginning  with  data 
year  1979,  much  more  mortality  data  on  SIDS  will  be  readily 
available  from  NCHS.     Provisional  NCHS  data  for  1979  and  1980 
have  been  published  in  the  Monthly  Vital  Statistics  Report. 
Final  data  for  1979  are  expected  to  be  available  in  mid-1981. 
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VENEREAL  DISEASE 
Obligations 

1981  1982 

Public  Health  Service  1978  1979  1980  Estimate  Estimate 

Center  for  Disease 

Control... o   $39,075,000    $39,056,000    $47,589,000  $48,115,000  $46,772,000 

NIH  National  Institute 

of  Allergy  and  Infectious 

Diseases                              6,279,000  8,423,000  9,493,000    13,000,000*  13,400,000* 

Total,  PHS                        $45,354,000  $47,479,000  $57,082,000  $61,115,000  $60,172,000 


*Reflects  an  expanded  definition  recommended  by  the  NIAID  Study  Group  on  Sexually 
Transmitted  Diseases  and  endorsed  by  the  National  Advisory  Allergy  and  Infectious 
Diseases  Council. 
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CENTERS  FOR  DISEASE  CONTROL 


VENEREAL  DISEASE 


Sexual  transmission  is  known  or  felt  to  be  an  important  means 
of  dissemination  for  seventeen  diseases.     Those  diseases  which 
are  important  health  problems  and  are  known  to  be  almost  exclu- 
sively transmitted  sexually  are  gonorrhea,  syphilis,  genital  herpes 
and  chlamydial  infections.     Those  for  which  sexual  transmission 
plays  an  important  but  not  exclusive  role  and  which  are  serious 
health  threats  are  hepatitis  B,  group  3  Streptococcus  and  cyto- 
megalovirus  (CMV)   infections.     Each  year  more  than  10  million  cases 
of  sexually  transmitted  diseases  (STD)   threaten  the  health  of 
predominantly  adolescents  and  young  adults. 

The  Federal  government  is  meeting  the  health  threats  of 
syphilis,  gonorrhea  and  the  other  sexually  transmitted  diseases  by 
assisting  States,  through  grant  programs  and  consultation  and 
technical  assistance,  to  mount  more  effective  control  programs. 
The  documented  need  to  upgrade  clinical  conroetence  is  being  met  by 
nine  geographically  dispersed  STD  Prevention/Training  Clinics 
established  to  develop  competent  clinicians  and  set  high  standards 
for  clinical  care.     In  addition,  basic  and  applied  research  efforts 
are  being  directed  toward  these  diseases  with  the  major  objective 
of  further  characterizing  their  pathophysiology  and  epidemiology 
sufficiently  to  permit  the  development  of  improved  control 
methodologies . 

The  major  Federal  foci  for  State  assistance  are  the  Centers 
for  Disease  Control   (CDC)   and  the  HHS  Regional  Offices;  and  for 
research,  they  are  the  CDC  and  the  National  Institute  of  Allergy 
and  Infectious  Diseases   (NIAID) .     In  addition  to  major  research 
investments  in  syphilis  and  gonorrhea,   the  CDC  and  NIAID  are 
sponsoring  research  studies  in  the  other  sexually  transmitted 
diseases. 

The  CDC  and  NIAID  programs  are  more  fully  described  in  the 
following  sections. 
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CENTERS  FOR  DISEASE  CONTROL 
Bureau  of  State  Services 
VENEREAL  DISEASE 


Background 

Sexually  transmitted  diseases   (STD)   are  major  public  health 
problems  which  cause  enormous  human  suffering,   cost  hundreds  of 
millions  of  dollars  annualiv  and  impose  tremendous  demands  on 
medical  care  facilities.     At  this  time,  sexual  transmission  is 
known  or  felt  to  be  an  important  means  of  dissemination  for 
seventeen  diseases.     Those  diseases  which  are  important  health 
problems  and  are  known  to  be  almost  exclusivelv  transmitted 
sexually  are  syphilis,   gonorrhea,   genital  herpes  and  chlamydial 
infections.     Those  for  which  sexual  transmission  plays  an 
important  but  not  exclusive  role  and  which  are  serious  health 
threats  are  hepatitis  B,  group  B  Streptococcus  and  cytomegalo- 
virus  (CMV)    infections.     Each  year  more  than  10  million  cases  of 
sexually  transmitted  diseases   (STD)    threaten  the  health  of 
predominantly  adolescents  and  young  adults.     Nationally,  there 
are  2.0  million  cases  of  gonorrhea  annually,  about  80,000  new 
cases  of  syphilis,   2.5  million  cases  of  nongonococcal  urethritis 
and  related  chlamydial  infections,   300,000  cases  of  genital 
herpes,   200,000  cases  of  hepatitis  B,   3.0  million  cases  of 
trichomoniasis  and  2.0  million  cases  of  other  sexually  trans- 
mitted diseases. 

The  most  serious  complications  caused  by  STD  are  pelvic 
inflammatory  disease   (PID) ,   infant  pneumonia,   infant  death  and 
mental  retardation. 

Pelvic  inflammatory  disease   (PID)    is  the  most  common  and 
serious  complication  of  gonorrhea  and  chlamydial  infections. 
More  than  1,000,000  cases  are  diagnosed  and  treated  each  year 
resulting  in  212,000  hospitalizations   (17%  of  these  are  teenagers 
and  half  are  less  than  25  years  of  age),   100,000  major  surgical 
procedures   (many  involving  total  removal  of  the  reproductive 
organs)   and  about  2.5  million  visits  to  physicians.     In  addition, 
nearly  42,000  ectopic  pregnancies  occur  each  year  resulting  in 
grave  danger  to  the  woman's  life,  110,000  women  become  sterile 
and  over  900  women  die  of  complications  resulting  from  PID. 

Approximately  150,000  newborns   (5  percent)   will  have 
chlamydial  infection;  of  these  infants  it  is  estimated  that 
75,000   (50  percent)  will  develop  conjunctivitis;   30,000    (20  per- 
cent)  pneumonia;  and  an  unknown  percentage,  otitis  media.  For 
pregnant  women  with  untreated  syphilis  the  risk  for  fetal  wastage 
is  40  percent  and  for  delivery  of  a  congenital  syphilitic  is 
40  percent;  only  20  percent  of  such  pregnancies  will  result  in 
a  normal  infant.     About  3  of  every  10,000  newborns  are  infected 
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with  genital  herpes  of  which  more  than  50  percent  will  die  and 
half  of  the  survivors  will  suffer  serious  mental  defects. 
Congenital  infection  by  cytomegalovirus   (CMV)   is  estimated  to 
occur  in  1.5  percent  of  all  pregnancies,   affecting  45,000  infants 
each  year,   15  percent   (7,000)  will  be  retarded,  deaf  or  have 
visual  defects.     Group  B  Streptococcus  is  estimated  to  cause 
symptomatic  disease  in  12,000  infants  under  3  months  of  age 
annually  and  to  cause  nearly  5,000  infant  deaths.     In  addition 
to  causing  severe  ophthalmia  neonatorum  when  prophylaxis  is 
inadequate,  gonorrhea  has  been  linked  as  a  cause  of  an  amniotic 
infection  syndrome,  prematurity,  prolonged  rupture  of  membranes, 
and  stillbirth. 

Effectiveness 

Since  the  initiation  of  Federal  assistance  and  efforts  to 
control  venereal  disease  in  the  19  30 's,   the  reported  cases  of 
syphilis  have  declined  from  an  all-time  high  of  575,593  reported 
cases  in  1943  to  69,265  in  1930;  a  reduction  of  more  than  one- 
half  million  cases.     Since  the  1940' s,   infant  deaths  due  to 
syphilis  have  declined  99  percent  and  first  admissions  to  mental 
hospitals  with  syphilis  psychoses,  all  other  deaths  from 
syphilis,  and  reported  cases  of  congenital  syphilis  have  all 
declined  by  9  8  percent.     The  reported  incidence  of  primary  and 
secondary  syphilis  was  11  per  100,000  population  in  1979,  while 
reported  congenital  syphilis  was  3.7  cases  per  100,000  children 
under  1  year  of  age.     The  trend  in  reported  cases  of  gonorrhea 
generally  decreased  from  1947  through  1957,  but  began  to  increase 
steadily  thereafter.     Since  fiscal  year  1972,  when  Federal 
assistance  to  State  and  local  gonorrhea  control  programs  began, 
the  annual  increase  in  reported  cases  began  to  slow  from  10.7 
percent  in  fiscal  year  19  73  to  3.1  percent  in  1976  essentially 
stable  levels  since  1977.     The  estimate  of  1,001,927  cases  for 
1980    (458.5  per  100,000  population)    is  a  decrease  over  1979  of 
0.45  percent.     This  leveling  off  and  decline  has  occurred  in  the 
face  of  social  changes  which  placed  more  people  at-risk  for 
venereal  disease. 

Control  Efforts 

The  Centers  for  Disease  Control  provides  active  leadership 
and  support  for  national  efforts  directed  toward  the  prevention 
and  control  of  sexually  transmitted  diseases.  (STD) .  Project 
grants  awarded  to  State  and  local  health  departments  and  appro- 
priate public  and  nonprofit  entities  emphasize  the  reduction  of 
morbidity  and  mortality  from  these  diseases  through  the  develop- 
ment of  prevention  and  control  strategies  and  the  implementation 
of  nationally  uniform  control  programs  focused  on  disease  inter- 
vention activities.     The  basic  control  program  components  are: 
(1)    screening  high-risk  populations  for  gonorrhea;    (2)  control 
of  penicillinase-producing  Neisseria  gonorrhoeae   (PPNG) ; 

(3)  surveillance  of  syphilis  among  specific  populations; 

(4)  contact-referral  services  for  patients  with  infectious 
syphilis  or  gonorrhea;    (5)   hospital-based  control  efforts  for 
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gonoccal  pelvic  inflammatory  disease   (GPID) ;    (6)  providing 
venereal  disease  facts  to  people  at  risk  to  prevent  exposure  and 
influence  the  infected  to  seek  prompt  medical  care  for  themselves 
and  their  sex  partners;    (7)  developing  methodologies  for 
controlling  STD  and  providing  training  for  clinical  skills 
improvement;  and  (8)   involving  the  private  medical  community  in 
all  aspects  of  STD  control. 

Syphilis  control  efforts  are  focused  on  disease-intervention 
activities  including  surveillance,  case  detection  and  prevention. 
Some  4  3  million  serologic  tests  were  performed  in  the  United 
States  during  fiscal  year  1980,  of  which  1.5  million  were  reactive. 
Followup  of  these  reactive  serologic  tests  resulted  in  the  identi- 
fication of  50,191  cases  of  syphilis.     During  fiscal  year  1980, 
counselling/sex  partner  referral  efforts  were  applied  to  45,064. 
individuals  with  infectious  syphilis;  as  a  result,   11,460  cases 
of  syphilis  and  3  8,899  exposed  sex  partners  were  treated.  These 
screening  and  outreach  efforts  resulted  in  preventing  an  esti- 
mated 6,500  new  cases  of  syphilis  in  fiscal,  year  1980. 

Because  the  population  is  extremely  mobile  and  a  high  rate 
of  interstate  and  international  transmission  of  venereal  disease 
occurs,  program  efforts  are  directed  at  ensuring  the  rapid  exchange 
of  vital  epidemiologic  information  between  program  areas.  During 
fiscal  year  1980,  about  11.0  percent  of  all  primary,  secondary, 
and  early  latent  syphilis  contacts  resided  in  States  or  countries 
other  than  those  in  which  the  original  patients  received  treat- 
ment. .   Information  was  exchanged  on  12,056  syphilis  contacts  in 
fiscal  year  1980  resulting  in  the  examination  of  some  7,233 
(60  percent)   contacts  of  which  one-half  were  treated  (therapeuti- 
cally or  preventively) . 

Venereal  disease  control  programs  are  placing  greater  emphasis 
on  the  prevention  of  gonorrhea  and  its  complications.     In  addition 
to  upgrading  the  counselling  of  all  gonorrhea  patients,  this 
emphasis  is     focused  on  expanding  screening  and  epidemiologic 
services  to  young  patients  with  their  first  infection,  to  patients 
with  repeated  infections,  and  to  women  with  gonococcal  pelvic 
inflammatory  disease   (GPID) . 

During  1980,  of  9.2  million  culture  specimens  obtained  from 
the  women  in  gonorrhea  screening  programs,   67  percent  were  obtained 
by  public  facilities  which  emphasize  outreach  to  the  medically 
underserved.     Of  the  total  tests,   399,300   (4.4  percent)  were 
positive  for  gonorrhea  and  376,140   (93.3  percent)  were  documented 
to  have  received  treatment.     These  gonorrhea  screening  and  other 
outreach  efforts  resulted  in  the  prevention  of  an  estimated 
205,000  new  cases  of  gonorrhea  in  1980. 

In  the  first  full  year  of  the  development  of  programs  to 
manage  and  prevent  gonococcal  pelvic  inflammatory  disease   (GPID) , 
60  of  63  project  areas  have  established  hospital-based  programs. 
These  programs  include:      (1)   rapidly  identifying  GPID  patients 
seen  as  hospital  outpatients;    (2)   counselling  GPID  patients  to 
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adhere  to  treatment  and  posttreatment  testing  schedules; 

(3)  ensuring  that  GPID  patients  receive  proper  medical  followup; 

(4)  interviewing  GPID  patients  to  identify  all  at-risk  sex  partners; 
and   (5)   rapidly  referring  all  at-risk  sex  partners  for  appropriate 
medical  care.     In  these  project  areas  799  target  hospitals  have 
been  identified  with  the  program  either  fully  or  partially  opera- 
tional in  690   (86%)   of  these  hospitals.     On  an  annualized  basis, 
these  participating  hospitals  are  currently  reporting  1,672  cases 

of  GPID  monthly.     An  additional  9  58  GPID  cases  are  reported  monthly 
by  public  clinics  and  private  physicians.     Cases  of  GPID  currently 
constitute  7.3  percent  of  all  reported  cases  of  gonorrhea  among 
women. 

On  April  1-3,  1980,  the  Centers  for  Disease  Control 
sponsored  an  International  Symposium  on  PID  designed  to  increase 
understanding  and  improve  therapeutic  and  epidemiologic  manage- 
ment of  PID.     Over  500  participants  and  speakers  from  52  countries 
participated  in  this  symposium.     This  symposium  provided  an 
opportunity  for  scientists,  clinicians  and  public  health  offi- 
cials to  share  knowledge  about  PID  on  a  worldwide  scale. 

Penicillinase-producing  Neisseria  gonorrhoeae   (PPNG) ,  which 
produces  an  enzyme  that  inactivates  penicillin,  threatens  the 
treatment  and  control  of  gonorrhea  not  only  in  the  United  States, 
but  throughout  the  world.     Since  their  recognition  in  March  of 
1976,  a  total  of  1,689  cases  of  PPNG  have  been  reported  from 
42  States,  Guam  and  the  District  of  Columbia.     The  States  with 
the  largest  number  of  reported  cases  are:     California  with  915 
cases   (54.2  percent);  Hawaii  with  266  cases   ( 15 . 7  percent ) ; 
Washington  with  99  cases   (5.9  percent) ;  and  Louisiana  with  52 
cases   (3.1  percent) .     For  the  period  January-October  1980,  there 
were  850  reported  cases;  an  increase  of  188  percent  over  the  296 
cases  reported  for  the  same  time  period  of  1979.     Proven  major 
civilian  outbreaks  of .  PPNG  occurred  in  four  areas  in  1980  : 
Los  Angeles;  New  York  City,  Washington  and  Louisiana.  Control 
efforts  including  intensive  surveillance,  case  detection,  treat- 
ment and  contact  tracing  have  been  able  to  contain  all  outbreaks 
and  most  cases  continue  to  be  imported  or  linked  to  imported  cases. 
PPNG  infections  are  not  as  a  general  rule  more  virulent  than 
ordinary  infections.     However,  complications  such  as  pelvic  inflam- 
matory disease   (PID),  epididymitis,  arthritis-dermatitis,  and 
ophthalmia  have  been  reported. 

Education  and  Training 

With  the  expanding  body  of  knowledge  about  sexually  transmitted 
diseases   (STD)   and  the  documented  need  to  upgrade  clinical  compe- 
tence among  both  private  and  public  health  care  providers,  signif- 
icant steps  have  been  taken  to  improve  clinical  care  skills  among 
health  practitioners  and  providers  of  health  care  services.  Nine 
geographically  dispersed  STD  Prevention/Training  clinics  have  been 
established  to:     Train  and  upgrade  nurses,  physician  extenders, 
physicians  in  private,  group,  hospital  or  medical  school  based 
practice,  health  professionals,  students  and  house  staff  in  the 
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field  of  STD;  and  to  serve  as  sites  for  the  development  and 
evaluation  of  control  strategies,  diagnostic  tests  and  therapeutic 
regimens.     During  the  period  January-September  1980,  645  clini- 
cians, 199  medical  students  and  27  house  staff  physicians  received 
training  in  these  clinics.     In  addition,  efforts  to  inform  the 
medical  community  of  the. hazards  associated  with  STD  include: 
Exhibits  on  the  effects  of  gonorrhea  on  infertility  at  national, 
medical  and  paramedical  meetings;  presentations  of  research 
findings  and  STD  control  efforts  at  scientific  meetings  and 
continuing  education  groups;  publications  in  journals;  sponsor- 
ship of  symposia,  task  forces  and  workshops;  and  work  with  medical 
schools  and  their  umbrella  organizations  to  expand  the  STD  compo- 
nent of  medical  school  curriculum. 

The  CDC  supports,  through  a  contract  with  the  American  Social 
Health  Association,  the  National  VD  Hotline  located  in  Palo  Alto, 
California.     This  hotline  provides  VD  information  services  to 
some  120,000  callers  each  year  of  which  70,000  are  referred  to 
medical  services.     The  majority  of  these  calls  are  from  teenagers 
and  young  adults;  76  percent  of  all  callers  are  29  years  of  age 
or  younger. 

During  19  80  the  CDC  entered  into  a  contract  with  Purdue 
University  to  develop  a  sexually  transmitted  diseases  (STD) 
reference  teacher's  manual  and  student's  textbook  for  grades  6-12. 
This  product  will  be  developed,   field  tested  and  available  to 
State  and  local  programs  by  the  end  of  fiscal  year  19  81. 

Education  efforts  focused  primarily  on  those  persons  at 
greatest  risk  of  infection.     Grant- supported  programs  continued 
to  show  improved  patient  compliance  indices,  specifically  in  the 
areas  of  sex-partner  referral,  return  for  followup  testing,  and 
response  to  symptomatic  infection. 

All  venereal  disease  control  project  grants  to  State  and 
local  health  departments  include  information  and  education 
activities  as  an  integral  part  of  their  control  strategies. 
Contemporary  teaching  guides  covering  the  broad  spectrum  of  STD 
have  been  adopted  by  the  States  of  Florida,   Illinois,  California, 
Nebraska,  Iowa  and  Oregon.     Patient  educational  materials  in 
Spanish  and  English  have  been  developed  by  Arizona,  Florida, 
Illinois,  New  Jersey,  North  Carolina  and  Virginia.  Control 
programs  emphasize  patient  education/counselling  designed  to 
improve  patient  compliance  during  treatment,  reduce  the  potential 
for  future  infection  and  encourage  the  referral  of  sexual  partner. 

Additional  public  education  efforts  include  consultative 
assistance  to  national  organizations  such  as  the  Boy's  Clubs  of 
America,  the  Boy  Scouts  of  America,  Operation  PUSH,  the  National 
Foundation,  the  American  Social  Health  Association,  and  the 
American  Red  Cross.     These  efforts  have  ensured  the  inclusion  of 
facts  about  STD  in  general  informational  materials  and  in  the 
training  of  volunteers. 
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Program  Studies 

The  CDC  has  supported  studies  for  the  control  and  investigation 
of  venereal  diseases  which  are  designed  to:      (1)   Establish  adequate 
disease  surveillance  in  the  public  and  private  sectors  to  assess 
the  magnitude  of  the  disease  problem;    (2)   assess  various  disease 
control  techniques  designed  to  reduce  disease  incidence  and 
prevalence;    (3)   increase  the  efficacy  of  collecting  patient  data, 
expedite  patient  care,  and  improve  the  gathering  of  epidemiologic 
information;  and   (4)   perform  selected  studies  on  biologic  and 
epidemiologic  aspects  of  sexually  transmitted  diseases.  These 
areas  continue  to  form  the  nucleus  for  innovative  program 
initiatives. 

The  Venereal  Disease  Control  Strategic  Planning  Systems 
(VDCSPS)   are  two  ongoing  study  sites  which  have  contributed  to 
the  evaluation  of  program  performance.     These  study  sites  were 
developed  and  implemented  to  assess  the  impact  of  disease  control 
strategies  by  extensive  disease  surveillance.     Information  being 
generated  includes:     demographic  description  of  special  high-risk 
populations,  geographic  distribution  of  disease,  and  program 
management  data.     Ongoing  studies  of  VD  control  strategies  have 
resulted  in:     (1)   completion  of  an  evaluation  of  cefuroxime,  an 
investigational  drug  for  the  treatment  of  gonococcal  urethritis 
in  men  and  uncomplicated  gonococcal  infection  in  women;    (2)  a 
retrospective  evaluation   (utilizing  an  upgraded  data  collection 
system)   of  clinical,   laboratory  and  outreach  components  of  VD  ; 
control  efforts;    (3)    establishment .of  laboratory  capability  to 
identify  Chlamydia  trachomatis  and  planning  for  subsequent  evalua- 
tions of  clinical  and  outreach  intervention  activities  directed 
toward  conditions  caused  by  this  pathogen;  and   (4)    the  develop- 
ment of  a  system  to  monitor  the  resistance  of  Trichomonas  vaginalis 
to  existing  therapy. 

A  two-phase  demonstration  gonorrhea  control  study  designed 
to  gather  and  utilize  extensive  epidemiologic  data  to  devise  and 
implement  an  expanded  gonorrhea  intervention  strategy  is  under- 
way.    Data  from  the  first  phase  resulted  in:     identifying  specific 
intervention  strategies   (with  emphasis  on  rapid  epidemiology  and 
targeted  educational  activities)   believed  to  be  effective  in 
reducing  gonorrhea  morbidity;  and  designing  programs  to  manage 
patients  with  GPID,  asymptomatic  disease,  repeat  infection,  and 
anonymous  sexual  partners. 

Emphasis  in  syphilis  research  continues  to  be  focused  on: 
(1)  methodology  and  evaluation  of  existing  serologic  tests  to 
make  them  more  reliable,   easier  to  perform  and  cheaper;    (2)  develop- 
ment and  evaluation  of  newer  procedures  based  on  recent  immunologic 
technology,  and   (3)   major  emphasis  on  more  precise  definition  of 
immunochemical  characteristics  of  the  reagents  and  components 
of  the  Fluorescent  Treponemal  Antibody • Absorption   (FTA-ABS)  test. 
Accomplishments  in  these  areas  during  fiscal  year  19  80  include: 
the  development    of  improved  fixation  and  histopathologic  techniaues 
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for  direct  Fluorescent  Antibody  examination  of  Treponema 
pallidum;  the  development  and  evaluation  of  TRUST   (Toluidine  Red 
Unheated  Serum  Test) ,  an  inexpensive,  easily  prepared  alternative 
to  the  RPR  card  test;  the  validation  of  a  new  Treponemal  hemag- 
glutination procedure  (HATTS)   for  confirming  the  diagnosis  of 
syphilis  and  the  initiation  of  studies  to  produce  hybridomas 
secreting  monoclonal  antibody  for  species-specific  staining  of 
T.  pallidum. 

The  CDC  coordinates  a  wide  variety  of  clinical  investigations 
designed  to  answer  the  multitude  of  diagnostic  and  therapeutic 
questions  related  to  gonorrhea.     Ongoing  studies  are  designed  to 
complement  efforts  in  basic  research  by  providing  field  settings 
for  new  techniques  as  well  as  a  source  of  clinical  materials  for 
research  laboratories.     The  Centers  continue  their  involvement  in 
the  screening  of  selected  populations,  serologic  test  evaluations, 
therapeutic  trials,  investigations  of  the  long-term  effects  of 
illness  and  therapy,  definition  of  particular  risk  factors  in 
host-parasite  interactions,  evaluation  of  major  control  efforts, 
the  study  and  improvement  of  clinical  services  and  other  related 
areas  of  clinical  research. 

The  Gonorrhea  Therapy  Monitoring  Network  (GTMN) ,  established 
to  evaluate  CDC  recommendations  for  the  treatment  of  uncomplicated 
gonorrhea,  to  test  new  treatment  schedules  and  antibiotics,  and 
to  monitor  organism  antibiotic  resistance  and  adverse  drug 
reactions,   is  being  modified  to  test  the  effect  of  current 
therapies   (penicillin,  cotrimoxazole  and  tetracycline)  on  coex- 
isting chlamydial  infections.     Additionally,   the  current  isolate 
monitoring  system  will  be  expanded  to  more  and  diverse  geographic 
sites.     Gonorrhea  isolates  will  continue  to  be  tested  for  their 
in  vitro  resistance  to  penicillin,  ampicillin,  tetracycline,  and 
spectinomycin.     In  addition,  isolates  were  tested  for  their 
in  vitro  resistance  to  amoxicillin,  cefoxitin,  trimethoprim- 
sulfamethoxazole,  and  erythromycin.     Gonorrhea  strains  continue 
to  show  decreasing  resistance  to  penicillin,  ampicillin,  tetra- 
cycline and  spectinomycin.     The  patterns  of  treatment  failure  are 
similar  for  penicillin,  ampicillin,  tetracycline,  amoxicillin, 
and  cotrimoxazole — the  higher  the  in  vitro  resistance  to  the 
treatment  drug,  the  higher  the  failure  rate.     Spectinomycin  does 
not  show  an  increase  in  failure  rate  with  increase  in  in  vitro 
resistance.' 

PPNG  research  efforts  have  been  directed  towards   (1)  intensive 
laboratory  surveillance  of  gonococcal  resistance  to  penicillin, 
(2)   testing  strains  of  gonococci  from  all  possible  population 
sources  against  a  large  number  of  newer  antibiotics  in  an  effort 
to  identify  other  effective  therapeutic  agents,    (3)  finding 
epidemiological  information  on  penicillin-resistant  gonococci 
for  more  effective  control  by  use  of  the  latest  technology  in 
genetic,  biochemical,  serological,  and  immunological  research  on 
the  gonococcus . 
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Achievements  during  fiscal  year  19  80  include:  development 
of  improved  techniques  for  auxotyping  and  plasmid  typing  to  aid 
investigation  of  PPNG  outbreaks;  the  beginning  of  studies 
employing  endonuclease  restriction  analysis  to  facilitate  studies 
of  the  dissemination  of  B-lactamase  genes  and  further  charac- 
terize plasmids  and  the  continuation  of  immunochemical  studies 
of  antigenic  components  as  they  relate  to  virulence,  immuno- 
genicity  and  diagnostic  potential. 

Hepatitis  B  is  an  important  cause  of  morbidity  and  mortality 
in  the  United  States.     It  is  estimated  that  200,000  cases  of  HBV 
infection  occur  annually  in  the  United  States.     Over  10,000 
hepatitis  B  victims  annually  require  hospitalization  and  up  to 
250  of  these  die  from  fulminant  hepatitis.     Approximately  6  percent 
of  persons  infected  with  hepatitis  B  become  carriers  and  it  is 
estimated  that  there  are  currently  800,000  HBV  carriers  in  the 
United  States.     Twenty  to  twenty-five  percent  of  carriers  develop 
chronic  active  hepatitis  which  often  progresses  to  cirrhosis  and 
death  due  to  liver  failure.     HBV  infection  has  been  clearly 
associated  with  primary  adenocarcinoma  of  the  liver.     A  promising 
killed-virus  hepatitis  B  vaccine  is  now  being  tested  in  five  study 
sites.     This  collaborative  study  is  designed  to  determine  whether 
or  not  this  vaccine  will  prevent  infection  and  disease  in  homo- 
sexual and  bisexual  men.     The  sample  size  of  1,400  participants 
was  reached  in  December  19  80  and  the  code  will  be  broken  in 
March  1981.     Results  are  expected  to  show  that  the  vaccine  is 
highly  effective  and  safe. 

An  increasing  recognition  of  problems 'associated  with  herpes 
simplex  virus  type  2  infections   (HSV-2)   has  forced  a  new  appraisal 
of  their  significance  to  public  health.     The  estimated  annual 
incidence  of  genital  herpes  in  the  United  States  is  200,000- 
500,000  cases,  with  several  million  recurrences  yearly  and  an 
estimated  prevalence  of  as  many  as  10  million  cases.     Many  adult 
victims  face  years  of  physically  and  psychologically  debili- 
tating recurrences.     Half  of  all  infected  infants  will  die  or 
suffer  permanent  disability. 

The  CDC  is  conducting  studies  of  the  host  response  to  initial 
and  recurrent  genital  herpes  infection.     These  projects  will  study 
the  individual's  cellular  and  humoral  response  to  infection; 
additional  studies  are  underway  to  define  individual  suscepti- 
bility and  response  to  infection;  examine  disease  transmission; 
and  evaluate  therapeutic  approaches.     A  double-blind,  placebo- 
controlled  therapy  trial  of  a  promising  topical  agent  (acyclo- 
guanosine)   against  initial  and  recurrent  genital  herpes  infection 
was  completed  in  1980.     Data  are  currently  being  analyzed  for 
publication. 
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An  estimated  2.5  million  Americans  suffer  from  chlamydial 
infections  and/or  their  serious  consequences  each  year. 
Chlamydia  trachomatis  is  the  major  cause  of  nongonococcal  urethritis 
(NGU)   in  men   (twice  as  common  as  gonorrhea)   and  causes  more  than 
one-half  of  the  500,000  cases  of  epididymitis  occurring  each  year. 
This  painful  complication  of  NGU  is  potentially  sterilizing. 

Chlamydial  infections  in  women  can  cause  pelvic  inflammatory 
disease   (PID)  which  often  results  in  infertility.     Chlamydia  are 
responsible  for  at  least  20  percent  of  the  diagnosed  PID  cases 
(more  than  212,000  women  hospitalized  annually  and  about  2,500,000 
physician  visits) .     Because  of  chlamydial  infection,   each  year 
35,000  more  women  of  child-bearing  age  become  involuntarily 
sterilized  and  an  additional  4,000  will  suffer  ectopic  pregnancies 
(which  account  for  over  10  percent  of~  maternal  deaths)  .  More 
than  150,000  infants  are  born  to  chlamydia-inf ected  mothers 
annually  of  which  50,000  develop  conjunctivitis  and  25,000 
develop  pneumonia.     Preliminary  evidence  suggests  an  association 
of  maternal  chlamydial  infection  with  prematurity  of  infants  and 
it  may  be  the  most  frequent  cause  of  infant  pneumonia. 

The  CDC  is  conducting  a  study  to  evaluate  the  incidence  of 
organisms  and  pathogens,  some  of  which  are  sexually  transmitted, 
in  the  vaginal  tract  during  pregnancy  and  to  determine  specific 
associations  with  prematurity,  maternal  complications  at  delivery 
and  perinatal  morbidity  and  mortality.     This  study  will  define 
which  agents,  alone  or  in  concert  with  other  risk  factors,  are 
responsible  for  prematurity  syndrome  in  infants.     Currently.,  40  0 
pregnant  women  have  been  entered  in  this  study  and  300  deliveries 
have  occurred.     Among  study  participants,   the  rates  of  isolated 
organisms  are:     Chlamydia  trachomatis   (19.1  percent);  Mycoplasma 
hominis   (59.9  percent);  Ureaplasma  urealyticum  (84.5  percent); 
Trichomonas  vaginalis   (39.3  percent);   group  B  Streptococcus 
(38.1  percent);  Neisseria  gonorrhoeae   (4.8  percent);  cytomegalo- 
virus  (3.6  percent);  and  less  than  3  percent  had  no  organisms 
identified.     Of  the  babies  born  to  mothers  with  Chlamydial  infec- 
tions,  25  percent  had  conjunctivitis  and  10  percent  had  pneumonia. 

Pilot  programs  for  the  prevention  of  Chlamydial  infection 
and  its  consequences  are  under  development  in  two  selected  sites. 
These  pilot  programs  consist  of:     screening  asymptomatic  women 
at  high-risk  for  STD,  those  who  have  PID,  or  those  who  are 
pregnant,  and  of  those  infected,  their  male  sexual  partners, 
for  Chlamydia  trachomatis ;  and  providing  diagnostic,  therapeutic, 
counselling  and  case  management  services  for  infected  patients 
and  their  sexual  contacts. 

Plans 

Other  STD  are  emerging  as  potentially  serious  public  health 
problems  requiring  new  and/or  innovative  approaches  to  diagnostic, 
therapeutic,  and  case  management  services.     Although  STD  are 


758 


receiving  greater  attention,  the  control  of  gonorrhea  and  syphilis 
and  the  prevention  of  their  serious  complications  will  continue 
to  be  the  major  focus  for  control  efforts. 

During  1982,  emphasis  will  be  placed  on  maintenance  of  a 
basic  syphilis  control  program  focusing  on  the  prevention , of 
congenital  cases.     Control  program  activities  will  be  geared  to 
specific  high-risk  groups  and  case-management  efforts  will  focus 
on  increasing  the  effectiveness  of  contact-referral  and  epidemiol- 
ogical procedures.     Technical  assistance  and  consultation  to  State 
and  local  health  departments  will  emphasize  improving  diagnostic 
techniques  and  clinical  care. 

Venereal  disease  control  programs  will  place  greater  emphasis 
on  the  control  of  gonorrhea  and  its  severe  complications.  In 
addition  to  upgrading  the  counselling  of  all  persons  with  venereal 
disease,  this  emphasis  is  focused  on  expanding  gonorrhea  screening 
and  epidemiologic  services  to  young  patients  with  their  first 
venereal  infection,  to  patients  with  repeat  infections,  and  to 
women  with  gonococcal  pelvic  inflammatory  disease   (GPID) .  Educa- 
tional efforts  will  continue  to  focus  on  high-risk  populations, 
particularly  venereal  disease  patients,  on  providers  of  medical 
care  services  at  all  levels  and  on  the  general  public  especially 
adolescents  and  young  adults.     Greater  emphasis  will  be  focused 
on  improved  utilization  of  volunteer  groups  to  support  and  parti- 
cipate in  control  efforts  and  at  more  continuity  with  private 
medical  groups. 

Support  will  continue  in  major  metropolitan  areas  for  programs 
to  prevent  and  control  gonococcal  pelvic  inflammatory  disease 
including:      (1)   rapid  identification  of  gonococcal  PID  patients 
seen  as  hospital  outpatients;    (2)   counselling  patients  to  encourage 
adherence  to  treatment  and  posttreatment  testing  schedules; 

(3)  ensuring  that  all  patients  receive  an  appropriate  medical 
followup  to  determine  their  clinical  response;  (4)  thoroughly 
interviewing  patients  to  identify  all  "at-risk"  sex  partners;  and 

(5)   rapidly  referring  sex  partners  of  patients  for  diagnosis  and 
appropriate  treatment.     Research  efforts  will  emphasize  defining 
additional  risk  factors,  diagnostic  techniques,  and  therapeutic 
modalities . 

The  surveillance  system  established  for  penicillinase- 
producing  Neisseria  gonorrhoeae ,  which  has  been  successful  in 
containing  the  spread  of  these  resistant  strains,  will  continue 
to  be  strengthened  by  intensifying  screening  efforts,  case 
followup  and  referral  services. 

Efforts  will  continue  to  be  directed  towards   (1)  intensive 
laboratory  monitoring  of  gonococcal  resistance  to  penicillin, 
(2)   testing  strains  of  gonococci  from  all  possible  population 
sources  against  a  large  number  of  newer  antibiotics  in  an  effort 
to  identify  other  effective  therapeutic  agents,  and  (3)  defining 
epidemiological  information  on  penicillin-resistant  gonococci. 
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Some  unique  nutritional,  biochemical,  genetical,  and  immunological 
properties  have  been  found  in  penicillin-resistant  gonococci 
isolated  from  patients  in  different  parts  of  the  world.  These 
findings  indicate  that  two  or  more  auxotypes  of  gonococci  are 
associated  with  penicillin  resistance.     Differing  in  their  nutri- 
tional requirement,  these  auxotypes  serve  as  potential  models  in 
epidemiological  studies. 

Efforts  to  standardize,  expand  and  upgrade  the  quality  of  data 
collection,  analysis,  interpretation  and  use  at  the  Federal,  State 
and  local  level  will  be  continued.     These  efforts  will  include: 
(1)  thorough  assessment  of  present  capabilities,  including  expan- 
sion potential  of  project  areas  and  significant  local  agencies  to 
upgrade  the  collection  and  analysis  of  program  data;    (2)  consulta- 
tion and  technical  assistance  designed  to  improve  and  standardize 
data  collection  related  to  control  program  components;    (3)  consul- 
tation and  technical  assistance  designed  to  increase  the  efficiency 
of  collecting  patient  data  for  purposes  of  monitoring  disease 
trends;  and  (4)   assistance  in  designing  and  implementing  data 
systems  including  programming  and  funding  support  for  personnel 
and  equipment.     In  addition,  four  pilot  project  study  sites  will 
be  developed  where  revised  data  collection  systems,  in  which  local 
project  areas  assume  considerable  responsibility  for  data  collec- 
tion and  analysis,  can  be  thoroughly  tested. 

Training  efforts  will  concentrate  on  the  development  of  a 
unified  strategy  and  evaluation  schema  for  education  activities 
directed  toward  professional  and  paraprof essional  health  care 
providers  in  the  field  of  sexually  transmitted  diseases.  Efforts 
will  focus  on  the  development  and  coordination  of  curricula  for 
undergraduate  and  postgraduate  medical  and  paramedical  practi- 
tioners and  the  implementation  of  this  facet  of  the  overall  educa- 
tional strategy.     Existing  programs  for  clinical  training  will  be 
carefully  monitored  and  adjusted  as  new  information  or  needs  are 
identified  and  to  ensure  maintenance  of  the  highest  public  health 
and  clinical  care  standards.     As  resources  permit,  the  number  of 
training  facilities  capable  of  linking  public  health  and  medical 
school  resources  will  be  expanded. 

During  fiscal  year  1982,  two  program  evaluation  studies  will 
be  undertaken.     The  first  of  these  studies  is  designed  to  develop 
evaluation  methodologies  which  will  determine  the  best  combination 
of  available  strategies   (e.g.,  contact  interviewing,  self-referral, 
outreach,  quality  medical  care  and  educational  techniques)  for 
interrupting  gonorrhea  transmission.     Methodologies  for  evaluating 
the  practicality,  efficiency,  effectiveness  and  feasibility  of 
different  combinations  of  program  strategies  will  be  developed  and 
the  strengths,  weaknesses,   feasibility  and  related  utility  of  each 
methodology  will  be  assessed.     The  second  of  these  studies  is  to 
design  and  develop  methodologies  for  a  full-scale  evaluation  of 
the  STD  Prevention/Training  Clinics  program.     At  least  three  prac- 
tical alternative  methodologies  will  be  developed  and  the  strengths, 
weaknesses,   feasibility,  relative  utility  and  estimated  cost  of 
each  methodology  will  be  assessed. 


760 


NATIONAL  INSTITUTES  OF  HEALTH 

National  Institute  of  Allergy  and  Infectious  Diseases 

SEXUALLY  TRANSMITTED  DISEASES 
VENERERAL  DISEASE 

Despite  expanding  basic  and  applied  research  efforts, 
sexually  transmitted  diseases  (STD's)  remain  an  almost 
overwhelming  health  problem.     On  January  14,  15,  16,  1980, 
Dr.  Richard  M.  Krause,  Director  of  the  National  Institute  of 
Allergy  and  Infectious  Diseases  (NIAID),  convened  a  Study 
Group  on  STD's  to  assess  the  progress  made  in  the  past 
decade  and  to  help  determine  the  prime  areas  of  need,  the 
opportunities  for  new  research  directions,  and  the  training 
requirements  for  the  decade  ahead.     The  Study  Group,  chaired 
by  Dr.  King  K.  Holmes  of  the  University  of  Washington  in 
Seattle,  was  comprised  of  the  foremost  STD  researchers  in 
the  U.S.  and  invited  foreign  participants.  Recommendations 
of  the  Study  Group  were  presented  to  the  National  Advisory 
Allergy  and  Infectious  Diseases  Council  in  May  1980  and  will 
be  of  continuing  importance  to  NIAID' s  program  planning. 
The  complete  report  prepared  by  this  Study  Group  will  be 
published  by  Spring  1981. 

The  Study  Group  noted  that,   for  many  years,  STD's 
included  only  the  five  classical  venereal  diseases — gonor- 
rhea, syphilis,  chancroid,  lymphogranuloma  venereum,  and 
donovanosis.     However,  in  recent  years,  several  additional 
diseases  have  been  added  to  the  list.     These  infections, 
caused  by  such  agents  as  chlamydia,  herpes  simplex  viruses, 
and  Group  B  streptococci,  are  more  easily  recognized  with 
the  development  of  new  laboratory  techniques  and  epidemio- 
logic investigations.     These  newly  recognized  STD's  are  also 
becoming  epidemic  or  hyperendemic  as  a  result  of  changes  in 
sexual  behavior  and  related  factors.     Because  of  the  lack  of 
practical  diagnostic  tools,  control  techniques,  and  specific 
treatment  for  some,  the  newly  identified  diseases  are  increasing 
faster  than  gonorrhea  or  syphilis.      One  of  the  most  serious 
aspects  of  the  increasing  STD  problem  is  the  effect  on 
infant  and  maternal  health  and  on  human  reproduction  and 
fertility. 

Currently,  the  NIAID  supports  approximately  100  estab- 
lished investigators  in  STD  research  as  well  as  a  number  of 
postdoctoral  fellows  in  research  training.  Three  program-pro- 
ject grants  support  a  broad  range  of  multidisciplinary 
studies  at  the  University  of  Washington  in  Seattle,  the 
University  of  North  Carolina  at  Chapel  Hill,  and  Johns 
Hopkins  University  in  Baltimore. 

NIAID  has  expanded  its  intramural  efforts  in  STD  re- 
search by  establishing  a  Laboratory  of  Bacterial  Structure 
and  Function  at  Hamilton,  Montana,  with  Dr.  John  Swanson  as 
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chief.     Primary  emphasis  of  the  new  laboratory  is  basic 
research  on  the  organisms  associated  with  gonorrhea  and 
chlamydial  infections  as  well  as  the  staphylococci  asso- 
ciated with  toxic  shock  syndrome.    Also,  an  intramural 
scientist  in  Bethesda  has  undertaken  a  new  clinical  program 
dealing  with  herpes  infection  as  a  sexually  transmitted 
disease. 

GONORRHEA 

More  than  one  million  cases  of  gonorrhea  were  reported 
to  the  Centers  for  Disease  Control  in  1979,  making  this  the 
most  commonly  reported  communicable  disease  in  the  U.S. 
Since  many  patients  treated  by  private  health  care  providers 
are  never  reported,  the  true  incidence  of  gonorrhea  is 
estimated  to  be  about  two  million  cases.    Young  adults  (20 
to  24  years  old)  are  at  greatest  risk  of  acquiring  the 
disease;  teenagers  (15  to  19  years  old)  have  the  second 
highest  reported  rates.     In  fact,  about  one  out  of  30  teen- 
agers will  acquire  gonorrhea  this  year. 

Gonorrhea  is  caused  by  a  bacterium,  Neisseria  gonor- 
rhoeae or  the  gonococcus,  which  typically  infects  the  mucous 
lining  of  the  genital  and  urinary  tracts.  In  men,  this 
results  in  a  pus -producing  infection  of  the  urethra,  the 
canal  carrying  urine  to  the  outside  of  the  body  from  the 
bladder.     In  women,  the  organism  usually  infects  the  urethra 
and  the  cervix  (the  opening  of  the  womb).  In  about  10  to  20 
percent  of  women  with  gonorrhea,  the  infection  will  invade 
the  internal  pelvic  organs,  producing  acute  pelvic  inflamma- 
tory disease  (PID)  or  salpingitis  (inflammation  of  the 
fallopian  tubes),  the  most  common  Complication  of  gonorrhea. 
Many  women  with  salpingitis  develop  blocked  fallopian  tubes 
and  are  infertile  after  their  infections.    About  half  of  the 
cases  of  ectopic  pregnancy  are  attributable  to  salpingitis. 
In  the  U.S.,  the  rate  of  ectopic  pregnancy  more  than  doubled 
during  the  1970 's  in  parallel  with  rising  rates  of  STD's. 

Dr.  George  F.  Brooks,  an  NIAID  grantee  at  the  University 
of  California  San  Francisco,  is  studying  factors  that  influence 
the  course  of  gonococcal  infections.     Several  markers  or 
virulence  characteristics  of  the  gonococcus  have  been  suggested 
in  earlier  studies.    Dr.  Brooks  and  his  colleagues  compared 
a  series  of  these  markers  in  N_;_  gonorrhoeae  obtained  from 
sites  around  fallopian  tubes  and  from  the  cervices  of  the 
same  patients.     The  only  difference  noted  was  in  the  type  of 
colonies  formed  when  the  bacteria  were  grown  on  agar  media. 
The  bacteria  from  the  fallopian  tubes  formed  colonies  with 
transparent  characteristics  while  those  from  cervices  tended 
to  form  opaque  colonies.     The  transparent  colony  variants 
appear  to  be  associated  with  invasive  disease. 

Dr.  Brooks  also  demonstrated  that  these  variants  tend 
to  attach  well  to  human  cervix  tissue  at  the  point  where  the 
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cervix  forms  the  canal  entering  the  uterus.     They  also 
attach  to  the  tips  of  small  projections  on  the  cells  of  the 
human  fallopian  tube. 

Dr.  Brooks  is  also  studying  complement,  an  important 
part  of  the  immune  system,  and  its  effectiveness  in  the 
genital  tract.    Examination  of  seminal  plasma,  the  fluid  of 
semen  excluding  sperm,  revealed  that  the  plasma  blocks 
complement  activity.    This  blocking  action  may  be  very 
important  in  the  pathogenesis  of  some  infections  of  the 
cervix. 

The  ability  of  microorganisms  to  acquire  iron  is  an 
important  determinant  of  their  virulence  and  of  the  nature 
of  the  host-parasite  interaction.    Dr.  Richard  A.  Finkelstein, 
University  of  Missouri -Columbia  School  of  Medicine,  has  been 
studying  how  avirulent  variants  of  gonococci  can  be  restored 
to  virulence  in  the  chick  embryo  model  by  adding  various 
iron  sources. 

In  the  past  year,  he  has  systematically  examined  the 
ability  of  various  iron  sources  and  of  various  known  micro- 
bial siderophores  (iron  binding  and  transport  factors)  to 
stimulate  growth  of  gonococci  in  iron-limited  environments 
and  to  restore  virulence  in  iron-limited  mutants.  Dr. 
Finkelstein  and  his  colleagues  have  isolated,  for  the  first 
time,  an  iron-binding  and  transport  factor  called  gonobactin 
and  demonstrated,  in  the  chick  embryo  model,  that  it  restores 
virulence  to  the  gonococcus.     Extension  of  these  studies  may 
reveal  novel  but  useful  methods  of  prophylaxis  and  treatment 
of  gonococcal  infections  and  other  bacterial  diseases  as 
well. 

Efforts  to  develop  an  effective  gonococcal  vaccine  are 
accelerating.     One  potential  vaccine  component  is  pili 
protein  material — pili  are  hair-like  appendages  on  the 
outside  of  the  virulent  gonococci  organism  that  facilitate 
attachment  to  cells.     The  pili  vaccine  inhibits  attachment 
of  gonococci  to  human  cells  and  enhances  destruction  of  the 
gonococci.     The  vaccine  is  designed  to  protect  against  local 
mucosal  infection. 

Dr.  Thomas  M.  Buchanan  and  his  colleagues  at  the  Univer- 
sity of  Washington  in  Seattle  are  continuing  their  work  on 
an  effective  gonorrhea  vaccine.     The  immune  responses  of 
patients  have  been  determined  by  testing  secretions  from  the 
cervix  and  vagina  for  antibodies  following  immunization  with 
an  experimental  vaccine.     These  studies  indicate  the  patients 
did  develop  a  local  immunity.    Dr.  Buchanan  is  now  charac- 
terizing the  dose  and  schedule  of  vaccine  that  is  required 
to  produce  an  optimal  response  that  would  most  likely  be 
effective.     In  addition,  he  has  learned  that  the  pili  con- 
tain at  least  one  hidden  determinant  that  is  common  anti- 
genically  to  nearly  all  gonococcal  pili. 
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The  other  potential  vaccine  material  is  principal  outer 
membrane  protein  (POMP),  which  stimulates  antibodies  that 
kill  gonococci.    Dr.  Buchanan  and  his  colleagues  have  devel- 
oped new  purification  procedures  for  the  isolation  of  POMP. 
These  techniques  resulted  in  POMP  of  greater  antigenicity 
and  in  40-fold  higher  yields  than  obtained  by  other  methods 
of  purification.    The  importance  of  POMP  as  a  vaccine  mate- 
rial was  accentuated  by  a  recent  study  by  Dr.  King  K.  Holmes 
of  the  University  of  Washington  in  Seattle.    He  noted  that 
one  episode  of  PID  provides  immunity  to  a  second  episode 
caused  by  gonococci  with  the  same  type  of  POMP.     This  is  the 
first  example  of  immunity  following  a  naturally  occurring 
gonococcal  infection. 

In  collaboration  with  Dr.  Robert  Nowinski  at  the  Fred 
Hutchinson  Cancer  Research  Center,  Dr.  Buchanan  has  prepared 
approximately  25  clones  of  hybrid  cells  that  produce  anti- 
body to  pili  and  POMP  antigens  of       gonorrhoeae.  These 
clones  identify  specific  antigenic  determinants  in  each  of 
these  molecules,  and  they  have  great  promise  as  specific  and 
potent  reagents  for  serotyping  of        gonorrhoeae.  These 
reagents  are  likely  to  help  identify  serotypes  of  the  gono- 
coccus  prevalent  in  different  geographic  areas,  and  in  this 
way  it  will  be  possible  to  specify  which  antigens  will  be 
included  in  any  vaccine  designed  to  prevent  gonorrhea. 

GENITAL  HERPES 

Genital  herpes,  caused  by  the  herpes  simplex  virus 
(HSV),  is  an  STD  of  increasing  prevalence  and  great  concern. 
It  is  estimated  that  300,000  to  500,000  new  cases  occur  each 
year  in  this  country.  Since  most  patients  with  genital 
herpes  have  recurrences,  some  authorities  estimate  that 
between  five  and  ten  million  episodes  of  genital  herpes 
occur  yearly. 

Genital  herpes  has  serious  implications  for  pregnant 
women  and  their  unborn  and  newborn  babies.     Primary  genital 
herpes  (the  first  occurrence  of  the  disease)  early  in  preg- 
nancy can  result  in  spontaneous  abortion.     If  the  infection 
occurs  later  in  pregnancy  and  virus  is  present  in  the  birth 
canal  during  delivery,  the  baby  may  develop  disseminated  HSV 
infection — frequently  a  fatal  or  crippling  disease.     It  is 
entirely  possible  that  some  mothers  of  infected  babies  may 
show  no  obvious  symptoms  of  genital  herpes. 

In  a  recent  study  supported  by  NIAID  and  coordinated  by 
the  University  of  Alabama,  the  antiviral  drug,  Ara-A  (adenine 
arabinoside) ,  was  found  effective  in  treating  infants  with 
HSV  infection.     The  study  involved  43  newborns  with  either 
disseminated  disease  or  localized  brain  infection.  Investi- 
gators reported  a  significant  reduction  in  deaths  among  the 
infants  who  received  the  drug  and  a  more  favorable  outcome 
in  those  who  survived. 
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The  recurrent  aspect  of  genital  herpes  complicates  the 
search  for  effective  treatments  or  preventive  measures.  Dr. 
Laure  Aureiian  of  the  Johns  Hopkins  University  reported  that 
recurrent  lesions  are  due  to  a  defect  in  the  regulation  of 
virus-specific  cell-mediated  immunity.     The  lesions  recur  in 
those  individuals  who  suffer  from  a  defect  that  prevents 
their  immune  memory  from  signalling  rapid  responses  capable 
of  curtailing  virus  growth  and  cell-to-cell  spread.  Studies 
in  progress  are  designed  to  determine  mechanisms  whereby 
inoculation  with  vaccines  comprised  of  viral  proteins  can 
modulate  the  regulatory  aspect  of  cell-mediated  immunity  in 
such  a  way  as  to  protect  from  reinfection.     Similar  studies 
are  being  done  by  Dr.  Lawrence  Corey  at  the  University  of 
Washington. 

CHLAMYDIAL  INFECTIONS 

STD's  caused  by  the  bacterium,  Chlamydia  trachomatis, 
are  major  health  problems  in  the  U.S.     Out  of  an  estimated 
one  million  cases  of  nongonococcal  urethritis  (NGU)  in  this 
country  each  year,  30  to  50  percent  are  caused  by  C^  tracho- 
matis .     It  is  also  an  important  cause  of  postgonococcal 
urethritis  (PGU),  epididymitis,  and  prostatitis  in  men.  In 
women,  chlamydial  infections  cause  inflammation  of  the 
fallopian  tubes,  the  cervix,  and  the  uterine  tube.  Current 
studies  indicate  that  chlamydia  are  responsible  for  approxi- 
mately 20  percent  of  the  acute  salpingitis  or  PID  in  this 
country. 

Chlamydial  infections  in  pregnant  women  are  a  danger  to 
their  newborns.  An  eye  infection  called  inclusion  conjuncti- 
vitis can  result  when  the  baby  becomes  infected  during  the 
birth  process.     In  searching  for  a  way  to  prevent  this  infec- 
tion, Dr.  E.  Russell  Alexander  of  the  University  of  Arizona 
in  Tucson  recently  compared  the  single  use  of  erythromycin 
ointment  in  the  baby's  eyes  while  in  the  delivery  room  with 
the  more  standard  use  of  silver  nitrate  drops,  which  are 
given  to  prevent  gonococcal  eye  infection.     Erythromycin  was 
highly  successful  in  preventing  chlamydial  conjunctivitis. 
This  study  lays  the  groundwork  for  possible  changes  in 
neonatal  ocular  prophylaxis  that  will  protect  infants  from 
both  infections. 

About  20  percent  of  infants  exposed  to  chlamydia  during 
birth  will  develop  neonatal  pneumonia.     In  another  study 
aimed  at  protecting  newborns  from  chlamydial  infections, 
Dr.  Alexander  and  his  colleagues  administered  erythromycin 
to  a  small  group  of  infected  mothers  over  a  two-week  period 
during  the  last  third  of  their  pregnancies.     The  infants  of 
the  treated  mothers  had  no  evidence  of  infections  after 
birth.     In  a  control  group  of  infants  of  22  untreated  mothers, 
7  had  conjunctivitis,  one  had  pneumonia,  and  14  had  other 
evidence  of  infection.     In  this  small  group,  there  was  no 
evidence  of  any  adverse  effect  from  the  drug  treatment. 
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However,  limited  diagnostic  facilities  often  mean  that 
infections  are  not  recognized  in  mothers  before  they  give 
birth. 

C.  trachomatis  shows  a  strong  specificity  for  human 
tissue,  making  laboratory  research  difficult.    Despite  this, 
significant  advances  with  this  agent  have  been  made.  Dr. 
Almen  L.  Barron,  an  NIAID  grantee  at  the  University  of 
Arkansas  in  Little  Rock,  has  developed  an  animal  model 
system  employing  guinea  pigs  and  the  chlamydial  agent  of 
guinea  pig  inclusion  conjunctivitis  (GPIC)  in  order  to  study 
the  immune  response  of  the  host  to  genital  infection  and  the 
potential  for  invasion  of  various  tissues.    Female  guinea 
pigs  treated  with  the  immunosuppressive  agent,  cyclophospha- 
mide, were  infected  intravaginally  with  the  GPIC  agent.  The 
resulting  disease  closely  resembled  infections  in  the  human 
female,  and  fallopian  tube  involvement  was  found  in  60 
percent  of  the  infected  animals.     The  infection  cleared  when 
immunosuppression  was  discontinued.    This  model  provides 
experimental  evidence  for  ascending  genital  tract  infection 
by  the  chlamydial  agent,  and  it  also  supports  evidence  for 
invasion  of  peritoneal  tissue  in  humans  by  chlamydiae. 

Recent  studies  done  on  immunosuppressed  male  guinea 
pigs  with  urethral  infections  showed  that  the  organism 
invaded  the  bladder  producing  a  chlamydial  cystitis.  These 
results  point  to  the  potential  infection  of  the  bladder  in 
humans  suffering  genital  tract  infections  with  chlamydia. 

SYPHILIS 

Syphilis  is  a  chronic,  moderately  contagious  disease 
caused  by  the  spirochete  Treponema  pallidum.     About  69,000 
cases  were  reported  in  1979,  but  it  is  estimated  that  for 
every  reported  case,  an  additional  three  go  unreported.  In 
the  1970' s,  men  were  responsible  for  a  disproportionate 
number  of  the  reported  cases  of  early  syphilis.    This  trend 
is  due  primarily  to  the  increasing  incidence  of  early  syphil 
in  homosexual  men. 

Since  T\_  pallidum  cannot  be  grown  in  the  laboratory  due 
to  its  little  understood  growth  requirements,  in  vitro 
research  on  the  organism  has  been  difficult.  Experimental 
infections  can  be  induced  in  inbred  rabbits  in  order  to 
study  the  nature  of  the  host-parasite  relationship. 

Dr.  Stewart  Sell  of  the  University  of  California,  San 
Diego,  reported  that  experimental  infection  in  the  rabbit  is 
similar  to  that  of  man  and  follows  three  stages:     the  first 
stage  when  the  organisms  multiply  rapidly,  stimulating  the 
immune  system  of  the  host;     the  second  stage,  when  the 
immune  cells,  mainly  lymphocytes  and  macrophages,  infiltrate 
areas  of  infection  and  decrease  the  number  of  organisms. 
The  third  or  latent  stage  may,  in  humans,  contribute  to  the 
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ongoing  chronic  inflammation  that  produces  tertiary  disease. 
Dr.  Sell's  studies  show  that  even  though  the  cellular  immune 
response  to  T^  pallidum  is  rapid  and  extensive,  a  few  orga- 
nisms are  not  eliminated  and  remain  in  acellular  areas  that 
form  as  a  result  of  scarring  of  the  infected  site.  These 
organisms  may  survive  for  long  periods  of  time  without 
causing  signs  of  disease.    His  studies  show  that  activation 
of  an  efficient  and  active  specific  host  defense  system  does 
not  always  completely  eradicate  the  infectious  agent.  With 
a  better  defined  understanding  of  the  host-parasite  relation- 
ship in  experimental  syphilis,  Dr.  Sell  believes  it  is  more 
likely  that  effective  ways  of  modifying  the  immune  system 
can  be  developed  to  make  it  even  more  efficient. 

Another  NIAID  grantee,  Dr.  Ronald  F.  Schell  of  the 
Hahnemann  Medical  College,  has  found  that  a  particular 
inbred  strain  of  hamster  is  highly  sensitive  to  the  causa- 
tive agent  of  endemic  syphilis.     Infected  hamsters  develop 
persistent  skin  lesions  and  their  lymph  nodes  carried  trepo- 
nemas.  Animals  infected  for  10  to  16  weeks  were  resistant  to 
reinfection.     The  ability  of  these  hamsters  to  resist  rein- 
fection allowed  Dr.  Schell  to  provide  direct  evidence  that 
cell-mediated  immunity  (T  cells)  is  involved  in  resistance 
to  syphilitic  infection.     However,  the  mechanism  by  which 
these  T  cells  confer  protection  is  not  yet  clearly  under- 
stood. 

Dr.  Joel  Baseman,  of  the  University  of  North  Carolina 
at  Chapel  Hill,  has  developed  an  experimental  approach  that 
permits  identification  of  specific  protein  components  of 
virulent  T_;_  pallidum  involved  in  the  surface  parasitism  of 
host  cells.     These  proteins  are  highly  immunogenic  in  man, 
representing  major  antigens  against  which  the  host  responds. 
The  humoral  response  of  the  host  to  these  antigens  has  been 
monitored  on  a  molecular  level  using  highly  sensitive  labora- 
tory tests . 

Group  B  Streptococcal  Infections 

Group  B  streptococci  (GBS)  colonize  the  vagina  and 
rectum  of  many  women.     In  pregnant  women,  this  colonization 
can  have  serious  consequences  since  about  60  to  70  percent 
of  their  newborn  infants  will  also  become  colonized.  Many 
of  these  infants  will  develop  sudden,  multisystem  illnesses 
with  high  morbidity  and  mortality. 

NIAID  grantees  are  studying  the  factors  affecting  the 
virulence  of  GBS  and  the  host  defense  parameters  necessary 
for  protection.     Scientists  at  the  University  of  Utah  in 
Salt  Lake  City  reported  that  neonates  who  develop  GBS  dis- 
ease may  have  defects  in  both  the  humoral  and  cellular 
aspects  of  their  immune  systems  that  may  contribute  to  the 
high  mortality  of  the  infection.     Other  factors  influencing 
infection  include  the  number  of  GBS  in  the  maternal  vagina 
at  the  time  of  labor. 


767 


In  an  effort  to  identify  infants  with  GBS  more  quickly, 
Dr.  Carol  Baker  and  her  colleagues  at  Baylor  College  of 
Medicine  in  Houston  used  a  technique  called  countercurrent 
Immunoelectrophoresis  (CIE)  to  detect  GBS  polysaccharide 
antigens  in  body  fluids.     The  study  indicated  that  CIE  is  a 
sensitive  and  specific  method  for  diagnosis  and  an  aid  in 
determining  the  extent  of  the  infection. 

Another  approach  to  the  problem  of  GBS  infection  is 
development  of  a  vaccine  that  could  be  given  to  expectant 
mothers  in  order  to  stimulate  antibody  production  in  the 
mother  with  subsequent  intrauterine  transfer  of  this  anti- 
body to  the  fetus.     NIAID  is  now  supporting  two  contracts  to 
develop  materials  suitable  for  a  candidate  vaccine.  Two 
types  of  candidate  vaccines  have  already  been  safety  tested 
in  Phase  I  trials  in  volunteers. 

Hepatitis 

Hepatitis  B  virus  (HBV)  infection  was  previously  thought 
to  occur  only  after  inoculation  with  a  contaminated  needle 
or  transfusion  of  blood  or  blood  derivatives.  However, 
epidemiologic  studies  have  confirmed  that  HBV  can  be  spread 
by  other  means,  e.g.,  perinatally  from  infected  mother  to 
newborn  infant,  by  sexual  transmission  (especially  among 
male  homosexuals),  and  possibly  by  intimate  oral  exposure. 
A  vaccine  for  HBV  is  now  being  tested,  and  encouraging 
results  were  reported  in  one  clinical  trial.     When  fully 
tested,  a  hepatitis  B  vaccine  should  help  control  this 
disease. 

Hepatitis  A  virus  (HAV)  is  generally  associated  with 
contaminated  food  and  water.  Unlike  occasional  cases  of  HBV 
infection,  HAV  infection  does  not  develop  into  a  chronic 
disease  state.     It  is  also  unlikely  that  HAV  is  present  in 
semen,  vaginal  secretions,  saliva,  or  other  body  fluids 
except  blood  and  feces.     However,  a  recent  study  by  Drs. 
Lawrence  Corey  and  King  K.  Holmes  of  the  University  of 
Washington  in  Seattle  showed  that  HAV  infection  occurred 
much  more  commonly  in  homosexual  men  than  heterosexual  men 
and  was  correlated  with  frequent  oral-anal  genital  contact. 
They  concluded  that  HAV  infection  should  be  considered  one 
of  the  enteric  infections  that  appear  to  be  sexually  trans- 
mitted among  homosexual  men. 

OTHER  DISEASES 

Cytomegaloviruses  -  Cytomegalovirus  (CMV)  belongs  to 
the  same  group  of  viruses  as  the  herpes  viruses  and,  like 
them,  may  infect  newborn  infants.  These  infections  have  been 
linked  to  birth  defects,  which  include  mental  retardation, 
blindness,  and  deafness.     There  is  increasing  evidence  that 
these  viruses  may  be  transmitted  to  the  mother  during  sexual 
contact.     They  are  then  transmitted  to  the  baby  during 
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passage  through  the  birth  canal.    Dr.  Charles  Alford  and  his 
colleagues  at  the  University  of  Alabama  in  Birmingham  recently 
reported  a  high  rate  of  CMV  excretion  into  the  breast  milk 
of  affected  mothers  and  evidence  of  transmission  of  this 
virus  to  young  infants.    Many  other  studies  are  underway  to 
discover  more  about  viral  transmission,  classification  of 
viral  strains,  and  the  origin  of  CMV  isolates. 

Genital  warts  -  Genital  warts  occur  as  a  result  of 
transmission  of  a  virus  (the  papilloma  virus)  during  sexual 
contact.    Study  of  this  infection  has  been  hampered  by  the 
inability  to  grow  the  virus  in  laboratory  animals  or  cell 
cultures.    Dr.  K-V.  Shah  and  his  colleagues  at  the  Johns 
Hopkins  University  in  Baltimore,  Maryland,  have  devised  an 
immunological  test  that  identifies  the  virus  directly  in  the 
diseased  tissue.    They  identified  the  virus  in  about  one 
half  of  the  genital  warts  in  the  women  examined.    They  also 
confirmed  that  the  virus  frequently  infects  the  cervix  and 
that  flat  lesions  on  the  cervix,  which  are  sometimes  diag- 
nosed as  being  pre-cancerous ,  are  often  the  result  of  papil- 
loma virus  infection. 
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NIH  RESEARCH  ACTIVITIES  ON  REYE'S  SYNDROME 


Introduction 

This  report  is  in  response  to  the  request  of  the  House  Appropriations 
Committee.    In  its  report  on  the  budget  hearings  for  fiscal  year  1981,  the 
Committee  included  the  following  language: 

There  appears  to  be  a  need  for  creation  of  a  single  entity  in  one  of  the 
Institutes  or  in  the  Office  of  the  Director,  NIH,  to  focus  and  coordinate 
NIH  research  activities  relating  to  Reye's  Syndrome.    The  Committee 
requests  that  the  Director  look  into  this  matter  and  submit  a  report  on 
it  prior  to  the  hearings  on  the  1982  budget  (p. 29). 

Background 

Reye's  Syndrome  is  a  disorder  of  children  and  usually  begins  as  the  child  is 
recovering  from  a  viral  infection,  most  often  influenza  or  chicken  pox.  The 
disorder  is  of  unknown  cause  and  affects  the  liver  and  brain.  Intractable 
vomiting  characterizes  early  stages  of  Reye's  Syndrome.    The  disorder  may 
progress  with  signs  of  central  nervous  system  involvement  such  as  confusion, 
lethargy  and  irritability.    Rapid  deterioration  to  coma  may  occur.  Although 
treatment  has  improved,  mortality  is  significant  and  current  estimates  are 
that  20  percent  of  the  hospitalized  cases  are  fatal.    Moreover,  permanent 
brain  damage  may  occur  among  survivors. 

Response 

The  Director,  NIH,  formally  established  in  August,  1979,  a  Reye's  Syndrome 
Working  Group  made  up  of  representatives  of  the  National  Institute  of  Allergy 
and  Infectious  Diseases  (NIAID),  National  Institute  of  Neurological  and 
Communicative  Disorders  and  Stroke  (NINCDS),  National  Institute  of  Child 
Health  and  Human  Development  (NICHD)    National  Institute  of  Environmental 
Health  Sciences  (NIEHS),  National  Institute  of  Arthritis,  Metabolism,  and 
Digestive  Diseases  (NIAMDD),  and  Division  of  Research  Resources  (DRR) 
(Appendix  1),  which  sponsor  research  activities  on  Reye's  Syndrome.  The 
Director  appointed  a  representative  of  his  office  to  serve  in  a  coordinating 
capacity.    Prior  to  this,  only  informal  communication  among  those  Institutes 
and  Divisions  responsible  for  research  relating  to  Reye's  Syndrome  had  taken 
place.    The  new  Working  Group  was  mandated  to  formally  coordinate  all  NIH 
Reye's  Syndrome  research,  and  the  details  of  the  Working  Group's  initial 
activities  were  addressed  in  a  report  to  the  Senate,  January  1980  (Appendix 
2). 

Each  member  of  the  Working  Group  has  the  authority  to  represent  his  or  her 
Institute  or  Division.    The  members  are  scientists,  competent  in  the  clinical 
and  research  areas  which  impinge  on  Reye's  Syndrome,  and  maintain  continuing 
contact  with  the  outside  community,  both  lay  and  scientific.    Participation  by 
a  staff  member  of  the  Office  of  the  Director  provides  coordination  and  liaison 
with  the  Office  of  the  Director.    The  Working  Group  has  certain  advantages, 
e.g.,  the  flexibility  to  utilize  different  lead  Institutes,  depending  on  the 
nature  of  a  particular  initiative,  and  the  ability  to  integrate  Reye's 
Syndrome  initiatives  with  existing  programs  in  each  of  the  relevant  Institutes 
and  other  Public  Health  Service  organizations. 
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Activities 

During  the  past  year  the  group  has  initiated  or  coordinated  the  following 
activities: 

*  Prepared  the  report  on  NIH  Activities  in  Reye's  Syndrome  for  the  Senate 
Appropriations  Committee  in  January  1980  (Appendix  2).  NIAID  served  as 
the  lead  organization. 

*  Published  a  program  announcement  requesting  grant  applications  for 
research  relating  to  Reye's  Syndrome  in  the  May  16,  1980,  issue  of  the 
NIH  Guide  to  Grants  and  Contracts  (Appendix  3).    The  NIH  mailed  this 
announcement  to  approximately  20,000  research  scientists  and  research 
administrators  throughout  the  nation  and  abroad.  Institutes 
collaborating  on  this  announcement  were:    NINCDS,  NIAID,  NICHD  and 
NIAMDD,  with  NINCDS  serving  as  the  lead  organization.    Interest  to  date 
has  been  encouraging.    The  major  responses  to  this  announcement  will 
occur  in  1981.    A  number  of  applications  are  likely  to  involve  complex, 
multidiscipl inary  approaches  to  Reye's  Syndrome  and  will  require 
considerable  time  for  preparation. 

*  Arranged  for  a  Consensus  Development  Conference  on  "The  Diagnosis  and 
Treatment  of  Reye's  Syndrome"  on  March  2-4,  1981  (Appendix  4).    At  this 
public  conference,  experts  in  Reye's  Syndrome  will  participate  in  a 
thorough  discussion  of  the  current  state  of  knowledge  of  the  diagnosis 
and  treatment  of  the  disorder.    The  NINCDS  is  the  lead  Institute  for  this 
conference.    Other  sponsors  are  NIAID,  NIAMDD,  NICHD,  NIEHS  and  DRR. 
Collaborating  agencies  are  the  Center  for  Disease  Control  and  the 
National  Center  for  Health  Statistics.    The  NIH  Office  for  Medical 
Applications  of  Research  will  provide  assistance. 

♦Provided  requested  information  to  members  of  the  U.S.  Congress  and  their 
staffs,  voluntary  agencies,  professional  colleagues  and  the  general 
public  on  Reye's  Syndrome. 

♦Attended  and  participated  in  Reye's  Syndrome  conferences  sponsored  by 
nonfederal  groups.    Representatives  of  the  working  group  attended  the 
Sixth  Annual  National  Reye's  Syndrome  Foundation  Conference  (June  20-21, 
1980).    The  Director,  NIAID,  delivered  the  keynote  address. 
Representatives  also  attended  the  Reye's  Syndrome  III  Conference 
sponsored  by  the  National  Reye's  Syndrome  Foundation  on  November  6-7, 
1980,  in  Detroit,  Michigan. 

♦Met  with  representatives  of  voluntary  organizations  interested  in  Reye's 
Syndrome. 

♦Continued  coordination  of  the  above  and  other  activites  related  to  Reye's 
Syndrome. 

Summary 

The  existing  NIH  Reye's  Syndrome  Working  Group  has  functioned  effectively 
since  its  inception  in  promoting  research  activities  in  Reye's  Syndrome. 
Accordingly,  the  NIH  believes  that  this  working  group  should  continue  its 
efforts  in  focussing  and  coordinating  related  research,  serving  as  the  "single 
entity"  called  for  by  the  Appropriations  Committee. 
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Telephone:  301/496-5126 
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Dr.  John  R.  La  Montagne 

Influenza  Program  Officer 

Development  Application  Branch 

Microbiology  and  Infectious  Diseases  Program 

Westwood  Building,  Room  750 

Telephone:  301/496-7051 

The  National  Institute  of  Neurological  and  Communicative 
Disorders  and  Stroke  (NINCDS) 

Dr.  Joseph  S.  Drage,  Chief 
Developmental  Neurology  Branch 
Neurological  Disorders  Program 
Federal  Building,  Room  816 
Telephone:  301/496-6701 

The  National  Institute  of  Child  Health  and  Human  Development  (NICHD) 

Dr.  Delbert  Dayton,  Chief 

Genetics  and  Teratology  Section 

Clinical  Nutrition  and  Early  Development  3ranch 

Center  for  Research  for  Mothers  and  Children 

Landow  Building,  Room  7C08 

Telephone:  301/496-5575 

The  National  Institute  of  Arthritis,  Metabolism  and  Digestive 
Diseases  (NIAMDD) 

Dr.  Robert  Katz,  Director 

Metabolic  Diseases  Research  Program 

Diabetes,  Endocrine  and  Metabolic  Diseases  Program 

Westvood  Building,  Room  6033 

Telephone:  301/496-7997 
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NIH  RESEARCH  ACTIVITIES  ON  REYE'S  SYNDROME  • 


INTRODUCTION 

This  report  is  in  response  to  the  request  of  the  Senate  Appropriations 
Committee.    In  its  Hearings  Report,  p.  69,  the  Committee  included  the 
following  language: 

"The  Director  of  the  National  Institutes  of  Health  is 
directed  to  report  to  this  Committee  by  February  1,  1980, 
all  of  the  activities  on  Reye*s  within  NIH,  to  include  the 
total  number  of  research  projects  and  dollar  amounts  funded 
by  each  Institute.    The  report  should  also  include  recommenda- 
tions for  further  research  on  Reye's  and  suggestions  for 
increasing  public  and  professional  awareness  of  this  disorder." 

Reye's  Syndrome*  is  a  disease  of  children  which  was  first  recognized  and 
described  by  R.  D.  K.  Reye'  in  1963.    The  disease  is  characterized  by  the 
sudden  onset  of  intractable  vomiting,  lethargy  and  liver  enlargement.  If 
untreated,  the  disease  can  rapidly  progress  to  coma.    Mortality  is  high; 
20-40  percent  of  cases  have  a  fatal  outcome.    Since  the  disease  is  not 
among  those  whose  occurrence  must  be  reported,  statistics  on  its  prevalence 
are  difficult  to  obtain.    The  National  Center  for  Health  Statistics  (NCHS) 
e'stimated  approximately  2,650  deaths  from  Reye's  Syndrome  in  1977  (Table  1); 
however,  a  much  smaller  number  of  cases  (236)  was   reported  voluntarily  to 
the  Center  for  Disease  Control  during  1978. 2 

Table  1  -  NCHS  Estimates  of  Deaths  from  Reye's  Syndrome 


Typically,  the  disease  occurs  a  few  days  following  a  viral  infection.  The 
viruses  most  commonly  associated  have  been  influenza  A  or  B  viruses  and 
varicella  (chickenpox)  viruses. 

In  addition  to  the  neurologic  signs  of  lethargy,  limited  attention  span,  and 
coma,  the  disease  also  presents  with  dramatic  biochemical  abnormalities 
Patients  usually  have  a  high  level  of  ammonia  as  well  as  an  increase  of  fatty 
acids  in  the  blood.    Impaired  liver  function  may  be  highly  suggestive  when 
observed  in  conjunction  with  other  symptomatic  signs.    Microscopic  examination 
of  liver  from  patients  with  active  disease  reveals  excessive  fatty  infiltratio 
of  the  liver  and  structural  alterations  of  the  mitochondria  in  liver  cells. 
Similar  mitochondrial  and  fat  abnormalities  are  also  observed  in  muscle  and 

1  Reye,  R.D.K. ,  et  al ,  Lancet,  Vol.  2:  1963,  pg.  749-752. 

2   

Morbidity  and  Mortality  Weekly  Report,  Annual  Summary,  September,  1979, 
Vol.  27,  No.  54,  pg.  77,  79,  and  92. 
*  (Rhymes  with  "eyes") 


Year 


NCHS  Estimates 


1977 
1976 
1975 
1974 
1973 


2,650 
2,317 
2,266 
2,388 
2,071 
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brain  tissues.    The  changes  in  blood  chemistry  and  liver  function  are 
thought  to  be  responsible  for  the  most  prominent  feature  of  the  disease, 
the  acute  brain  pathology  which  typifies  the  syndrome.    Severely  ill 
patients  will  rapidly  progress  to  deep  coma  and  death.    Prognosis  is 
closely  linked  to  depth  of  coma,  and  recovery  from  deepest  coma  is 
extremely  rare. 

The  incidence  of  Reye's  Syndrome  follows  seasonal  and  geographic  patterns 
which  are  poorly  understood.    Most  case  clusters  occur  during  the  winter 
months  and  have  been  closely  associated  with  influenza  epidemics.  The 
association  with  influenza  has  been  most  consistently  related  to  influenza  B 
infection,  as  epidemics  of  Reye's  Syndrome  have  occurred  coincident  with  all 
influenza  B  epidemics  since  1972.    Although  an  association  with  influenza 
type  A  viruses  was  considered  likely,  a  clear  association  with  influenza 
type  A  was  made  only  during  the  recent  epidemic  due  to  A/Brazil/78  (HINT) 
influenza  viruses.    The  difference  between  influenza  A  and  B  viruses  and 
their  association  with  Reye's  Syndrome  is  not  understood.    The  syndrome 
also  occurs  following  varicella  virus  (chickenpox)  infections.    It  is  entirely 
possible  that  other  predisposing  infectious  agents  will  be  identified. 
Geographically,  the  syndrome  occurs  most  frequently  in  the  Eastern  part  of  the 
United  States  and  Canada.    In  addition,  other  countries  such  as  Thailand  report 
a  high  endemic  rate.    Some  reports  have  also  suggested  that  children  living 
in  rural  areas  are  relatively  more  at  risk  than  children  living  in  urban 
environments. 

The  association  of  viral  infections  with  Reye's  Syndrome  coupled  with  the 
rural  versus  urban  differences  and  the  geographical  differences  observed 
have  prompted  some  to  suggest  that  the  syndrome  follows  the  interaction  of 
several  factors,  one  of  which  is  thought  to  be  either  the  viral  infection 
itself  or  the  response  of  the  host  to  infection.    The  increased  association 
with  rural  settings  has  suggested  to  investigators  that  environmental  factors 
may  also  be  related.    Among  the  factors  which  have  been  suggested  are  aflatoxin 
and  agricultural  insecticides  or  their  nontoxic  emulsifiers.    Genetic  or 
familial  factors  have  also  been  considered,  but  as  yet  none  has  been- identified. 

In  the  last  several  years  improvements  have  been  made  in  diagnosis  and  treat- 
ment of  the  disease.    It  is  apparent  that  early  recognition  improves  the 
chances  of  survival.    Treatment  has  been  refined  during  the  last  five  years, 
and  careful  monitoring  of  intracranial  pressure,  including  surgical  relief  of 
the  pressure,  has  greatly  improved  the  prognosis  for  children  with  severe 
neurological  sypmtoms.    However,  recovery  from  the  disease  is  often  accompanied 
with  impaired  mental  capabilities. 

In  summary,  Reye's  Syndrome  is  a  severe  toxic  brain  disorder  apparently  triggered 
by  the  interaction  of  an  antecedent  viral  infection  with  other  factors  not  yet 
identified.    Treatment  of  the  syndrome  has  improved,  but  there  is  no  clear 
understanding  of  the  pathogenesis  or  etiology.    Accordingly,  it  is  not  possible 
to  identify  those  individuals  who  might  be  at  increased  risk  to  develop  Reye's 
Syndrome. 


777 


2-3 


Support  for  Research  on  Reye's  Syndrome 

During  the  last  decade,  federal  funding  through  grants  and  contracts  for 
Reye's  Syndrome  research  has  come  from  two  agencies:    the  National 
Institutes  of  Health  (NIH) ,  and  the  Center  for  Disease  Control  (CDC). 
In  addition,  the  CDC  has  conducted  epidemiologic  investigations  on  Reye's 
Syndrome;  these  activities  are  still  ongoing.    The  NIH  conducts  and 
supports  Reye's  Syndrome  research  through  several  of  its  components, 
including  the  National  Institute  of  Allergy  and  Infectious  Diseases  (NIAID), 
National  Institute  of  Neurological  and  Communicative  Disorders  and  Stroke 
(NINCDS),  National  Institute  of  Arthritis,  Metabolism  and  Digestive 
Diseases  (NIAMDD),  National  Institute  of  Child  Health  and  Human  Development 
(NICHD) ,  the  Division  of  Research  Resources  (DRR),  and  the  National  Institute 
of  Environmental  Health  Sciences  (NIEHS). 

The  research  funded  by  these  components  can  be  categorized  in  two  broad 
categories;  that  is,  research  directly  related  and  research  indirectly 
related  to  Reye*s  Syndrome.    Directly  related  research  includes  those 
studies  in  which  an  understanding  of  Reye's  Syndrome  is  the  principal 
objective,  whereas  research  which  is  indirectly  related  includes  studies 
which  increase  knowledge  in  treatment  of  coma,  prevention  of  influenza, 
understanding  of  urea  cycle  biochemistry,  study  of  mitochondrial  activity 
and  many  other  subjects  which  appear  to  have  some  relationship  to  the  disease. 
Consequently,  it  is  difficult  to  state  with  certainty  the  precise  amount 
allotted  to  Reye's  Syndrome.    For  example,  the  NIAID  has  an  active  research 
program  to  improve  influenza  vaccines.    It  is  logical  to  assume  that  prevention 
of  influenza  infections  through  improved  vaccination  will  prevent  influenza- 
related  Reye's  Syndrome.    The  same  is  true  of  varicella  vaccine.  Therefore, 
through  the  improvement  of  existing  vaccines  and  development  of  new  ones,  it 
may  be  possible  to  prevent— or  at  least  significantly  reduce  the  incidence 
of —Reye's  Syndrome.    The  total  funding  provided  by  the  Institutes  and 
Divisions  during  FY  1979  is  shown  in  Table  2,  page  4.    These  funds  have 
supported  a  wide  variety  of  projects,  such  as  the  following: 

0  Improved  Methods  of  Diagnosis 

♦Characterization  of  serum  factor(s)  in  patients  (NINCDS, 
DRR,  NIAMDD); 

*Use  of  liver  biopsy  for  diagnosis  (NINDCS,  DRR); 

♦Significance  of  intracranial  pressure  (NINCDS,  NICHD,  DRR). 

Epidemiologic  studies  (also  being  supported  by  CDC) 

♦Identification  of  etiologic    agents  such  as  viruses, 
anatoxins,  insecticides,  pesticides  and  their  nontoxic 
emulsifiers  (NIAID,  DRR,  NINCDS,  NICHD,  NIAMDD,  NIEHS); 

♦Identification  of  host  factor  or  factors  associated  with 
high  risk;  e.g.,  HLA  or  other  host  factors  (NIAID). 
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Table  2.    NIH  Institute  Funding  of  Reye's  Syndrome  Research 
(See  Relevant  Attachments  for  Additional  Details) 

Fiscal  Year  1979 
Directly  Related  Research  Indirectly  Related  Research 


Institute/ 
Division 

Number  of 
Projects 

Funds 

Number  of 
Projects 

Funds 

NIAID 

10 

$  202,000 

42 

$6,268,646 

NINCDS 

6 

291,155 

20 

l,855,299a 

NIAMDD 

2 

116,589  • 

7 

365,376 

NICHD 

3 

95,320 

2 

151,877 

DRR 

6 

152,829b 

-  5 

225,375 

NIEHS 

J_ 

.  36,314 

Totals 

28 

$894,707 

76 

$8T866  573 

a)  Does  not  include  support  of  studies  of  infectious  and  immunologic 

mechanisms  (estimated  at  $13.6  million). 

b)  Estimates  for  FY  1979,  based  on  FY  1978  costs. 
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°  Pathogenesis 

♦Role  of  serum  factor  in  mitochondrial  injury  (NINCDS). 

*Role  of  urea  cycle  disturbances  in  disease  manifestations 
(NINCDS,  DRR,  NIAMDD). 

*Fatty  acid  metabolism  in  Reye's  Syndrome  (NICHD,  NINCDS). 

♦Possible  role  of  aberrant  eel  1 -mediated  response  to 
influenza  infection  (NIAID). 

-  *Role  of  virus  infection  in  pathogenesis  (NIAID,  NINCDS). 

♦Ultrastructural  analysis  of  tissues  (DRR,  NINCDS). 

♦Significance  of  relapses  (DRR).         •  • 

8  Improved  Treatment  and  Rehabilitation 

♦Careful  monitoring  of  intracranial  pressures  (DRR,  NICHD, 
NINCDS). 

♦Possible  therapeutic  benefit  of  branched  chain  amino  acids 
in  hepatic  encephalopathy ■ (NIAMDDt-DRRJT  " 

♦Possible  benefit  of  sodium  benzoate  in  altering  urea  cycle, 
enzyme  imbalance  (DRR). 

♦Improvement  in  techniques  of  rehabilitation  (DRR,  NINCDS). 

0  Communication  to  Medical  Community  on  Reye's  Syndrome 

♦International  Conference  on  Reye's  Syndrome,  1978  (NINCDS). 

♦Workshop  on  Influenza  B  Viruses  and  Reye's  Syndrome, 
1979,  NIAID). 

In  addition  to  the  projects  summarized  above,  research  on  Reye's  Syndrome  is 
also  supported  by  private  foundations,  other  governments,  (i.e.,  Canada)  and 
other  federal  agencies  (i.e.,  CDC). 

Future  Directions 

The  National  Institutes  of  Health  will  continue  to  support  research  on 
Reye's  Syndrome.    Since  it  is  most  likely  that  Reye's  Syndrome  is  caused 
by  the  interaction  of  several  factors,  available  information  strongly  suggests 
that  certain  viral  infections  (influenza  A  or  B  or  varicella  zoster)  precipi- 
tate the  syndrome.    Other  data  suggest  that  environmental  and  possibly  familial 
or  genetic  factors  may  play  a  role.    Accordingly,  the  emphasis  of  the  NIH  will 
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continue  to  be  the  support  of  those  research  efforts  which  will  identify 
the  etiologic  factors,  help  define  high-risk  individuals,  develop  methods 
of  treatment  and/or  prevention  and  improve  diagnosis.    These  are  being 
pursued  now  by  six  of  the  components  of  NIH.    The  probable  multifactorial 
nature  of  the  disease  and  its  relatively  low  incidence  makes  it  difficult 
to  study  prospectively.    However,  this  will  not  preclude  the  aggressive 
pursuit  of  answers  to  this  puzzling  disorder.    In  regard  to  new  initiatives, 
several  have  been  considered.    Since  research  on  Reye's  Syndrome  transcends 
several  NIH  components,  any  increased  efforts  will  require  coordination 
and  cooperation  among  them.    In  the  future,  this  coordination  and  cooperation 
will  take  the  form  of  increased  multidivisional  support  for  projects, 
particularly  if  it  is  determined  that  a  multidiscipl inary  program  such  as 
a  program  project  on  Reye's  Syndrome  is  desirable  and  feasible.  Several 
specific  initiatives  are  being  considered  by  the  pertinent  NIH  components. 
These  include  support  for  a  multidiscipl inary  program  project  for  research 
on  the  epidemiology;  pathogenesis  and  treatment.    One  of  the  factors  which 
must  be  considered  is  the  fact  that  the  incidence  of  Reye's  Syndrome  varies 
greatly  in  any  given  region  from  year  to  year.    This  has  prompted  considera- 
tion of  alternative  proposals  such  as  the  establishment  of  a  mobile  team  of 
investigators  which  could  be  transported  to  areas  of  high  activity  or  to 
augment  the  activities  of  other  federal  agencies,  such  as  the  CDC. 

NIH  scientists  will  continue  their  active  cooperation  with  Reye's  Syndrome 
foundations  and  similar  groups  in  an  effort  to  maintain  and  increase  public 
and  professional  awareness  of  Reye's  Syndrome.    Staff  of  the  Office  of  the 
Director,  NIH,  will  continue  its  role  in  the  coordination  of  these  efforts. 
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Attachment  1 

Research  on  Reye's  Syndrome  and  Related  Areas 
Supported  by  the 
National  Institute  of  Allergy  and  Infectious  Diseases  (NIAID) 


NIAID  has  concentrated  research  support  for  Reye's  Syndrome  in  three  areas. 
The  first  is  to  support  research  activities  related  to  the  epidemiology  of 
the.  disease.  These  studies  are  being  done  so  that  the  etiologic  factor  or 
factors  can  be  identified.  Through  these  investigations  better  methods  of 
control  are  expected  to  be  developed. 

Epidemiologic  studies  were  performed  at  three  sites  during  FY  1979;  the 
Influenza  Research  Center  at  the  Baylor  College  of  Medicine;  the  Vaccine 
Evaluation  Center,  University  of   Colorado;  and  the  University  of  Michigan. 
In  addition,  epidemiologic  and  virologic  data  on  patients  with  Reye's 
Syndrome  were  obtained  by  investigators  at  other  sites.    The  Influenza 
Research  Center  study  is  now  three  years  old  and  consists  of  a  prospective 
epidemiologic  study  of  neurologic  complications  of  influenza  infections  and 
vaccinations.    During  the  recent  Reye's  Syndrome  outbreaks  associated  with 
A/Brazil/78  (H1N1)  influenza,  both  the  University  of  Colorado  and  the 
University  of  Michigan  were  able  to  perform  epidemiologic  studies  during 
an  outbreak.    These  studies  are  directed  at  identifying  other  factors  which 
might  explain  the  etiology  of  the  syndrome  and  to  determine  by  careful 
examination  of  cases  the  factors  associated  with  the  high  risk  of  developing 
the  disease. 

The  second  area  of  emphasis  is  to  support  research  directed  at  the  im- 
provement of  methods  to  control  influenza  and  varicella  infections. 
Since  Reye's  Syndrome  most  often  follows  infections  with  these  viruses, 
it  is  probable  that  the  prevention  of  these  infections  may,  in  turn, 
prevent  Reye's  Syndrome.    The  NIAID  has  a  large  program  for  the  development 
of  improved  influenza  A  and  B  vaccines.    This  work  is  supported  at  the 
intramural,  as  well  as  the  extramural,  level.    In  addition,  varicella  vaccines 
are  also  under  study,  and  a  project  to  evaluate  the  efficacy  and  reacto- 
genicity  of  these  vaccines  is  to  be  initiated  during  FY  1980. 

Finally,  the  NIAID  sponsored  a  workshop  on  influenza  B  viruses  and  Reye's 
Syndrome  in  July  of  1979.    One  of  the  purposes  of  this  meeting  was  to 
bring  together  workers  active  in  influenza  research  with  those  involved 
in  Reye's  Syndrome  so  as  to  determine  research  directions  which  might 
be  taken  to  improve  knowledge  of  influenza  B  viruses  and  their  relationship 
to  the  syndrome. 

These  efforts  should  be  strengthened,  particularly  in  regard  to  studies 
on  the  epidemiology,  pathogenesis  and  treatment.    These  are  all  long-term 
projects  which  will  require  a  substantial  commitment  of  resources. 

Individual  projects  supported  during  FY  1979  are  listed  on  the  following 
pages. 
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NIAID-Sponsored  Activities  Related  to  Reye's  Syndrome 


FY  1979  Expenditures 

Contract  No. 

Direct3  Indirect'3 

NOl  AI-92611 

$  40,000          $  910,000 

N01  AI-62510 

25,000  136,528 

N01  AI-92627 

50,597 

NOl  AI-72521 

'  -  167,918 

NOl  AI-42510  ' 

79,440 

NOl  AI-52524 

178,530 

N01  AI-625H 

25,000  226,069 

NOl  AI-82562 

10,000  61,500 

NO!  AI-82563 

5,000  35,314 

NOl  AI-62511 

35,000  179,000 

NOl  AI-22501 

15,000  15,883 

NOl  AI-22503  ; 

15,000  166,490 

NOl  AI-22507 

20,000  78,016 

Interagency  Agreement 

IAA-80001 

48,600 

Intramural  Research 

Z01  AI-001 75-01 

1,672,000 

FY  1979  Expeditures 

Grant  No. 

Direct  Indirect 

R01  AI-1 5343-01 

$     -             $  64,840 

R23  AI-1 4293-03 

41 ,700 

R01  AI-1 6073-01 

92,265 
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ROl  AI-1 5608-01 

12,000 

62,484 

R01  AI-05600-17 

189,194 

ROl  AI-12680-05A1 

30,138 

ROl  AI-1 41 62-03 

111,287 

ROl  AI-1 2269-04 

90,701 

ROl  AI-1 3989-03 

82,39> 

ROl  AI-1 3043-03 

73,789 

ROl  AI-12567-04A1 

75,474 

ROl  AI-04360-12 

64,106 

ROl  AI-09304-11 

224^443 

ROl  AI-1 1 772-06 

143,123 

F32  AI-05664-02 

14,200 

ROl  AI-12749-04S1 

14,013 

ROl  AI-1 1 823-06 

125,165 

ROl  AI-14225-03A1 

77,163 

R23  AI-1 5547-01 

43,388 

ROl  AI-14733-01A1 

71 ,940 

ROl  AI-14053-03 

75,151 

ROl  AI-1 0097-03 

54,207 

ROl  AI-1 4590-02 

_ 

61 ,724 

ROl  AI-07713-13 

- 

86,788 

ROl  AI-08831-11 

97,816 

-r  ROl  AI-1 3654-03 

82,525 

ROl  AI-1 3905-04 

62,740 

TOTALS 

$202,000 

$6,263,646 

a 

Sums  shown  are  estimated  portions  related  directly  to  Reyels  Syndrome  studies- 

b 

Funds  supporting  projects  considered  to  be  related  indirectly  to  Reye's  Syndrom 


78-363  0-81-50 
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Attachment  2 

Research  on  Reye's  Syndrome  and  Related  Areas 

Supported  by  the 

National  Institute  of  Neurological  and  Communicative 
Disorders  and  Stroke  (NINCDS) 

Presently  this  Institute  is  supporting  research  involving  production  of  animal 
models,  biochemical  correlates  and  neuropsychological  consequences  of  Reye's 
Syndrome  (RS).    For  example,  high  values  of  circulating  blood  ammonia  are 
considered  characteristic  of  the  acute  phase  of  Reye's  Syndrome.    The  hyper- 
ammonemia may  be  secondary  to  a  fatty  acidemia,  possibly  as  a  consequence  of 
disruption  of  hepatic  mitochondrial  metabolism  and  associated  urea  cycle 
activity.    Some  of  the  published  etiologic  models,  for  example,  amino- 
pentenoic  acid  intoxication,  have  led  to  simultaneous  elevation  of  serum-free 
fatty  acids  and  ammonia.    The  latter  two  substances  may  act  synergistical ly  . 
in  the  induction  of  experimental  coma.    Clinical  findings  on  the  levels  of  * 
serum-free  fatty  acids  Tn  children  with  Reye's  Syndrome  indicated  increased 
levels  (up  to  30-fold)  of  long-chain  fatty  acids  in  acute  phase  sera  from 
such  patients.    A  biochemical  manipulation  is  being  sought  to  deal  thera- 
peutically with  this  elevation  of  free  fatty  acids.    Results  from  this  pilot 
study  indicated  that  the  coma-inducing  effects  of  sodium  octanoate  could  be 
modified  or  eliminated  by  tha, concomitant  or  subsequent  injection  of 
D,  L-carnitine.    Carnitine  was  chosen  as  a  potential  therapeutic  agent  for 
octanoate-induced  toxicity  because  it  is  known  to  promote  the  metabolism  of 
various  fatty  acids  by  enhancing  transport  of  such  compounds  across  the 
mitochondrial  membrane.    In  addition  to  the  anticipated  effects  of  carnitine 
on  fatty  acid  metabolism,  it  is  postulated  that'  carnitine  might  be  of  use  in 
interrupting  positive  feedback  loops  that  might  be  present  if  the  fatty  acidemia 
was  secondary  to  other  blood  derangements.    Thus,  a  sequence  of  a)  urea  cycle 
derangement,  b)  increased  blood  ammonia,  c)  fatty  acidemia,  d)  hepatocellular 
fatty  acid  infiltration,  and  e)  mitochondrial  damage,  all  of  which  would  lead 
to  further  urea  cycle  derangement,  might  possibly  be  interrupted  if  the  fatty 
acids  could  be  rapidly  cleared  by  hepatic  tissue.    These  and  other  possibilities 
are  being  examined  with  the  establishment  of  the  animal  model  based  on  such  a 
hypothetical  pathogenesis. 

Mitochondrial  Impairment  and  Serum  Factor:    Morphological  examination  of 
biopsies  from  RS  patients  have  shown  structural  alterations  in  mitochondria 
from  liver,  brain  and  skeletal  muscle.    On  the  basis  of  these  observations, 
it  was  decided  to  investigate  the  hypothesis  that  a  "serum  factor"  may  be 
responsible  for  the  mitochondrial  damage  seen  in  RS.    Using  this  general 
approach,  it  was  possible  to  demonstrate  an  inhibitory  effect  of  RS  serum 
on  the  oxidative  metabolism  of  isolated  rat  liver  mitochondria.    Serum  from 
normal  donors  or  from  comatose  patients  with  chronic  cirrhosis,  auto-immune 
disease  (lupus  erythematosus),  or  with  chronic  active  liver  disease  (microcystic) 
had  no  effect  on  mitochondrial  function.    Also,  serum  from  RS  patients  after 
"total  body  washout"  or  exchange  transfusion,  or  both,  did  not  change  mitochondrial 
functions.    The  results  suggested  the  existence  of  a  serum  factor  important  in 
the  pathogenesis  of  RS  affecting  energy-linked  functions  such  as  cellular 
respiration,  fatty  acid  oxidation,  urea  synthesis,  protein  synthesis,  and 
glycolysis.    An  attempt  will  be  made  to  define  the  chemical  identity  of  this 
factor,  and  the  potential  usefulness  of  the  biochemical  assays  as  a  diagnostic 
test  for  the  presence  of  RS  factor  will  be  explored. 
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Concentrations  of  the  Metabolites  of  Serotonin  (5-hydroxyindoleacetic 
acid,  5-HIAA)  and  Dopamine  (Horrovani  U  ic  acid,  HVA)  in  the  Ventricular 
Fluid  of  RS  Patients:    A  markedly  increased  concentration  of  HVA  during 
the  early  period  of  brain  damage  in  RS  was  found.    The  elevated 
concentrations  of  HVA  in  children  with  RS  supports  the  idea  that  brain 
monaminergic  systems  may  be  involved  in  the  genesis  of  this  disorder. 
The  results  suggested  that  cerebral  dopamine,  rather  than  serotonin, 
mechanisms  are  most  important  since  5-HIAA  levels  were  unchanged.  It 
is  possible  that  an  undefined  metabolic  insult  may  initiate  cerebral 
ischemia. 

Neuropsychological  Consequences  of- Reye's  Syndrome:    With  increased 
numbers  of  children  recovering  from  the  acute  encephalopathy  of  Reye's 
Syndrome,  the  need  for  more  information  on  the  neuropsychological  sequelae 
of  the  disorder  becomes  urgent.    Available  data  concerning  other  central 
nervous  system  disorders  suggest  that  a  range  of  disabilities  might  be 
anticipated.  o0ver  one  hundred  patients  recovering  from  Reye's  Syndrome 
have  been  examined.    Preliminary  findings  suggest  a  highly  variable  outcome 
in  that  IQs  ranged  from  less  than  50  to  over  100  in  moderate  to  severe 
cases.    Measured  IQ  scores  are  not  sufficient  for  indicating  the  extent 
of  damage  resulting  from  conditions  affecting  the  central  nervous  system. 
Therefore,  the  necessity  for  using  a  wider  range  of  more  sensitive  cognitive 
language    and  perceptual -motor  measures  in  assessing  outcome  of  treatment 
is  apparent. 

Future  Emphasis:    Evidence  for  Viral  Infection  as  an  Etiological  Aoent  in 
Reye's  Syndrome:    A  number  of  viral  .infections  have  been  implicated  in  tne 
etiology  of  RS  either  by  isolation  of  virus  from  the  patient,  a  significant' 
rise  in  antibody  titer,  viral  infections  in  the  patient's  family  or  contacts, 
or  epidemiological  association  between  the  onset  of  RS  and  the  occurrence 
of  epidemic  viral  infections  as  seen  with  influenza  B.    The  specific  role  of 
the  viral  infection  in  the  etiology  of  RS  remains  unknown.    Of  the  many 
viruses  that  have  associated  with  RS,  the  two  most  often  associated  are 
influenza  B  and  varicella  zoster  virus.    In  addition,  cldse  associates  of 
the  probands  reveal  evidence  of  recent  influenza  infection,  even  if  evidence 
of_jnfection  is  lacking  in  the  patient.    Chickenpox  is  the  second  most 
commonly  associated  viral  illness  and  the  number  of  patients  reported  appears 
to  represent  a  small  sample  of  the  total.    In  isolated  instances  other  viruses 
including  herpes  simplex  virus,  echo  virus,'  reovirus,  cytomegalovirus  and 
coxsackie  virus  type  A,  have  been  identified. 

Evidence  for  the  Role  of  Xenobiotics  in  the  Etiology  of  Reye's  Syndrome: 
In  recent  years,  various  animal  models  have  been  used  to  investigate  an 
immunopharmacological  interaction  between  a  variety  of  viral  and  xenobiotic 
agents.    Correlations  will  'be  sought  between  viruses  and  environmental  toxins 
such  as  herbicides,  insecticides,  etc.,  and  their  solvents  as  complicating 
and/or  contributing  factors. 

Impaired  Biogenic  Amine  Metabolism  and  Involvement  of  Neurotransmitters: 
Another  consequence  may  De  tne  release  of  .vasoactive  amines  into  the  Drain, 
acting  locally  to  constrict  cerebral  vessels  and  exacerbating  the  damage. 
If  one  can  interrupt  this  sequence  by  therapeutic  measures,  it  may  be 
possible  to  ameliorate  some  of  the  consequences.    Therapy  might  include 
pharmacological  agents  that  prevent  release  of  amines  or  block  their 
action  on  receptors.    These  and  related  aspects  are  being  investigated. 

Individual  projects  supported  during  FY  1979  are  listed  on  the  following 
pages. 
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NIHCDS-Sponsored  Activities  Related'  to  Reye's  Syndrome 

FY  1979  Expenditures 


brant  ino • 

Direct 

Indirect  & 

KOI  NS  05096-17. 

$  77,106  a 

$  - 

DAI    mc    loon  no 

KOI  NS  13857-02 

41 ,182 

DAI     MC    1  VI  CCA  A1 

ROI  N5  14559-01 

42,204  a 

DAI     MC    ^ACr\C    M  *1 

ROI  NS  14696-G1A1 

36,879 

DAT     MC     T  VIA-}*?  AT 

.  KOI  NS  1 4936-01 

81 ,784 

DAI     MC    r\"77yl7  in 

ROI  NS  07747-10 

42,891 

nAI      MC     AA1  T  Id 

ROI  NS  09174-14 

49,708 

Dm    MC    lOICC  AC 

KUI    No  liJDD-UD 

35,533 

KUI  No  14143-03 

71 ,181 

Dm    MC    1  A1"iO  nl 

KUI  No  I400O-UI 

21 ,105 

Dm   mc  (17010  i  i 
KUI  No  0/838-11 

44,830 

l 

Dm   mc  nocTt  i  c 
KUI   rlo  Uob//-lD 

36,205 

Dm     MC    A7071     1  A 

KUI  NS  07871-10 

77,202 

Den  mc   l  r\i  £  a  rnm 

PbU  NS  10164-07A1 

202,000 

*R01  NS  10236-08 

160,894 

ROI  NS  10974-03 

130,414 

R01  NS  13251-03 

14,660 

ROI  NS  13726-03 

58,811 

ROI  NS  14390-02 

21 ,770 

ROI  NS  14418-01 

74,395 

P50  NS  14543-01 

444,291 

ROI  NS  14996-01 

126,833 
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Cont'd         NINCDS-Sponsored  Activities  Related  to  Reye's  Syndrome 


Grant  No. 
R01  NS  15316-01 
R01  NS  15340-01 
R01  NS  15295-01 

Intramural  Research 
Z01  NS  01986-07 

Totals     $291,155     $1,855,299  c 


FY  1979  Expenditures 
Direct  Indirect 
$     -  $  26,317 

83,634 
132,625 


12,000 


a)  Sum  shown  is  the  estimated  portion  of  the  project  related  directly 
•  to  Reye's  Syndrome  studies.    For  others  listed  in  this  column,  the 

entire  project  is  considered  to  be  related  directly. 

b)  Support  for  activities  related  indirectly  to  Reye's  Syndrome. 

c)  Not  included  are  projects  (active  during  FY  1979)  relevantrto 
the  study  of  underlying  basic  infectious  (encephalopathy)  and 
immunologic  mechanisms.    The  approximate  total  support  for  this 
group  of  projects  was  $13.6  million. 
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Attachment  3 

Research  on  Reye's  Syndrome  and  Related  Areas 

Supported  by  the 

National  Institutes  of  Arthritis,  Metabolism, 
and  Digestive  Diseases  (NIAMDD) 


Directly  Related  Research 

Diagnosis:    The  possible  existence  of  a  circulating  serum  factor  and  its  influence' 
on  enzyme  activity  in  Reye's  Syndrome  has  been  studied.    In  a  double-blind 
study  looking  for  serum  in  humans,  it  was  shown  that  neither  ornithine  trans- 
carbamylase  activity,  norcarbamyl  phosphate  synthetase  activity  of  cultured 
rat  liver  cells  was  affected  when  exposed  to  serum  obtained  from  patients 
with  Reye's  Syndrome.    Although  catalytic  activities  of  these  enzymes  are  greatly 
altered  in  Reye's  Syndrome,  these  observations  suggest  that  if  a  circulatina 
serum  factor  is  present  in  the  disorder,  it  does  not  affect  the  activity  of 
these  two  enzymes. 

Indirectly  Related  Research 

Pathogenesis:    Hyperammonemia,  or  accumulation  of  surplus  ammonia  in  the  body, 
is  a  significant  pathophysiological  manifestation  of  Reye's  Syndrome.    A  major 
metabolic  pathway  for  elimination  of  surplus  .body  ammonia  is  commonly  referred 
to  as  the  urea  cycle.    Studies  of  urea  cycle  enzymes  and  the  mechanisms  that 
regulate  their  activities  can  provide  new  insight  into  understanding  the 
etiology  and  pathology  of  Reye's  Syndrome. 

A  number  of  NIAMDD-supported  research  projects  center  on  two  major  enzymes 
involved  in  ammonia  metabolism:    carbamyl  phosphate  synthetase  (CPS-I)  and 
ornithine  transcarbamylase  (OTC).    Thus,  in  vivo  and  in  vitro  studies  on 
purification,  molecular  weight  determination  and  enzymatic  role  of  CPS-I 
and  OTC  are  supported. 

Low  levels  of  L-citrulline  have  been  observed  in  patients  with  Reye's  Syndrome. 
Therefore,  the  turnover  of  L-citrulline  to  argininosuccinate  by  another 
enzyme  of  the  urea  cycle,  argininosuccinate  synthetase,  may  be  of  importance 
in  understanding  hyperammonemias.    Studies  of  tissue  distributions  of  this 
enzyme  and  its  synthesis  in  cell  lines  of  human  origin  are  being  supported  by 
NIAMDD. 

Another  key  enzyme  in  the  urea  cycle,  arginase,  is  responsible  for  the  turnover 
of  L-arginine  to  urea  and  L-ornithine.    Studies  on  the  stability  of  arginase 
and  the  mechanism  of  its  degradation  are  supported  in  order  to  gain  insight 
into  this  enzyme's  mechanism  of  action. 

Treatment:    Hepatic  encephalopathy,  a  degenerative  brain  disease  due  to 
advanced  liver  disorder,  is  one  of  the  major  pathophysiological  manifestations 
of  Reye's  Syndrome.    Recent  studies  on  the  role  of  amino  acids  in  hepatic 
encephalopathy  resulted  in  development  of  a  potential  therapeutic  modality  in 
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patients  unresponsive  to  other  form?  of  therapy.    Infusion  of  an  amino  acid 
mixture,  rich  in  branched-chain  amino  acids  and  deficient  in  aromatic  amino 
acids,  normalized  the  plasma  amino  acid  pattern,  and  the  patients  showed 
significant  clinical  improvement.    While  this  amino  acid  mixutre  is  available 
on  the  commercial  market  for  treatment  of  hepatic  encephalopathies,  the  efficacy 
of  this  therapy  for  Reye's  Syndrom  patients  has  not  been  sufficiently  documented 
as  yet. 

Individual  projects  supported  during  FY  1979  are  listed  on  the  following 
page. 

3- 


NIAMDQ-Sponsored  Activities  Related  to  Reye's  Syndrome 


FY  1979  Expenditures 

Grant  No.  Direct  Indirect 

R01  AM-1 7299-08  $    59,504  $ 

R01  AM-25633-02                   ■  '  57 ,085a 

R01  AM-18044-06  -  84,172 

R01  AM-1 2034-1 3  -  44,957 

R01  AM-20083-03  -  40, 821 b 

R01  AM-21 785-02  -  •  39,158 

R01  AM-21 989-02  -  41  ,010 

R01  AM-03428-21  -  81  ,517 

R01  AM-1 911 2-02  -  33,741 

Totals  '    $116,589  $365,375 


a)  Estimated  portion  of 
Reye's  Syndrome. 

b)  Estimated  portion  of 
Reye's  Syndrome. 


project  related  directly  to 
project  related  indirectly  to 
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Attachment  4 

Research  on  Reye's  Syndrome  and  Related  Areas 
Supported  by  the  . 
National  Institute  of  Child  Health  and  Human  Development  (NICHD) 


Reye's  Syndrome  was  characterized  in  1963  as  an  acute  encephalopathy 
accompanied  by  fatty  changes  in  the  viscera  of  children  previously  considered 
in  good  health.  'It  continues  to  be  a  disorder  of  unknown  etiology  and  is 
accompanied  by  a  high  mortality.    This  disorder  is  the  second  most  frequent 
cause  of  neuroencephalopathic  deaths  in  individuals  less  than  19  years  'of 
age  in  the  United  States.. 

The  cause  of  Reye's  Syndrome  remains  unknown  and  no  definitive  treatment  is 
currently  available  although  various  therapeutic  regimens,  including 
intracranial  pressure  monitoring,  have  resulted  in  reduced  mortality.  Nonetheless, 
the  major  objective  of  decreasing  mortality  requires  an  understanding  of  the 
underlying  pathology  in  this  disease. 

The  familial  predisposition  identified  in  epidemiological  studies  suggests 
some  genetic  basis  for  this  health  problem.    Reye's  Syndrome  also  appears 
to  be  tied  to  developmental  influences  since  it  occurs'  in  children.  Suscepti- 
bility to  this  disease  probably  involves  a  combination  of  environmental  and 
genetic  factors  leading  to  juctL-predisposition. 

The  research  support  for  studies  of  Reye's  Syndrome  at  the  NICHD  is  directed 
to  successful  reversal  or  prevention  of  the  underlying  pathology  in  this 
disease.    One  NICHD-supported  research  team  has  produced  some  evidence  that 
these  children  respond  abnormally  as  well  as  adversely  to  hormonal  stimulation 
of  cellular  metabolism.    Cyclic  AMP  is  involved  as  the  intracellular  mediator 
of  hormone  action  in  gl uconeogenesis ,  lipolysis,  proteolysis  and  neuronal 
function.    These  investigators  are  explorinq  a  possible  derangement  of  cyclic 
nucleotide  metabolism  since  cyclic  AMP  may  be  increased  intracellular!:/  in 
adipose  tissue,  and  possibly  in  the  liver,  in  Reye's  Syndrome. 

Another  group    of  NICHD-funded  investigators  found  elevated  short-chain  fatty 
acids  in  the  plasma  of  patients  with  Reye's  Syndrome.    When  studied  serially 
over  the  course  of  the  illness  the  short-chain  fatty  acids  were  again  found 
to  be  elevated  and  the  decrease  in  their  concentrations  correlated  closely 
with  the  decrease  in  EEG  abnormalities.    Serial  analyses  of  ammonia,  glucose, 
amino  acids  and  short-chain  fatty  acids  in  the  plasma  of  eight  patients  with 
Reye's  Syndrome  were  completed.    Clinical  improvement  appeared  to  correlate 
most  closely  with  the  clearance  of  short-chain  fatty  acids  from  the  serum. 
These  data  suggest  that  the  clinical  symptomatology  is  at  least  partially 
related  to  organic  acidemia  in  Reye's  Syndrome. 

Other  studies  are  providing  an  evaluation  of  neuropsychological  and  psycho- 
logical functioning  in  a  group  of  40  children  who  have  recovered  from  Reye's 
Syndrome  followinq  medical  treatment.    The  children  were  tested  using  the 
Category  Test,  Tactual  Performance  Test,  Trail  Making  Test,  Bender-Gestal t 
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and  Draw-a-Person  Tests,  all  of  which  were  previously  demonstrated  to  be 
sensitive  to  brain  damage  or  dysfunction.    A  statistically  significant 
association  was  found  between  acute  clinical  and  neurological  impairment  and 
later  neuropsychological  measures. 

In  addition,  Wechsler  or'Binet  Intelligence  and  Wide  Rang  Achievement  Test 
scores  correlated  with  illness  variables  and  socio-economic  status.  Conceptual 
thinking  and  arithmetic  ability  were  inversely  related  to  the  child's  age  at 
the  time  of  hospitalization.    The  perception  of  speech  sounds  and  tactile- 
motor  integration  were  the  only  functions  which  appeared  to  improve  during  the 
period  of  recovery  beyond  one  year  which  was  the  shortest  admission-test 
interval.    The  results  indicated  lasting  subtle  disturbances  of  higher  cog- 
nitive- functioning  as  a  result  of  Reye's  Syndrome. 

Studies  of  urea  cycle  enzyme  deficiencies  are  also  being  supported.  Methods 
are' being  developed  to  treat  infants  and  children  who  have  defects  of  each 
of  the  five  enzymes  required  for  urea  synthesis.    These  investigators  will 
attempt  to  find  alternate  pathways  of  waste  nitrogen  excretion  either  as 
urea  cycle  intermediates  or  as  amino  acid  acylation  products.    They  will  also 
attempt  to  minimize  the  requirements  forwaste  nitrogen  excretion  by  supple- 
menting a  low  protein  diet  with  nitrogen-free.,  analogues  of  essential  amino 
acids. 

Another  investigator  is  studying  glutaric  aciduria  which  is  due  to  a 
recessively  inherited  enzyme  deficiency.    More  than  ten  examples  of  this 
disorder  have  been  described;  it  is  characterized  clinically  by  episodes  of 
a  Reye's-like  illness,  mental  retardation,  dystonia  and  athetosis.  Autopsy 
findings  show  fatty  infiltration  of  liver  parenchymal  cells,  renal  tubular 
epithelium,  myocardium  and  smooth  muscle  of  the  gastrointestinal  tract  and 
some  blood  vessels.    The  illness  is  characterized  by  vomiting,  lethargy  pro- 
ceeding to  coma,  profound  hypoglycemia  and  ketoacidosis.    Many  of  these 
findings,  but  not  the  organic  aciduria,  are  seen  in  the  Reye's  Syndrome. 

NICHD  will  continue  to  support  similar  studies  of  Reye's  Syndrome,  pursuing 
answers  to  the  underlying  pathophysiology  involved  in  the  causation  of  this 
disease  since  this  is  considered  to  be  the  most  direct  route  to  providing 
solutions.  — 

Individual  projects  supported  during  FY  1979  are  listed  on  the  following  page. 
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NICHD-Sponsored  Activities  Related  to  Reye's  Syndrome 


Grant  No. 
R01  HD-04608-11 
R01  HD-11 657-03 
P30  HD-05221-1 0(044] 
R01  HD-m  34-03 
P30  HD-04024-1 1  (012] 


FY  1979  Expenditures 
Direct  Indirect 


$  .a 
76,101 
19,719 


$  - 


117,041 
34,836 


TOTALS    $  95,820 


$151 ,877 


a 

no  sum  included  since  only  a  minor  portion  is 
directly  relevant  to  Reye's  Syndrome. 
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Attachment  5 


Research  on  Reye's  Syndrome  and  Related  Areas 
Supported  by  the 
Division  of  Research  Resources  (DRR) 


A.    General  Clinical  Research  Centers  (GCRC) 

Four  GCRCs  are  actively  involved  in  providing  the  resources  to  perform  research 
in  Reye's  Syndrome.    Some  of  the  investigators  also  have  individual  research 
grant- support  for  these  studies. 

1.  A  study  at  the  Pediatric  Clinical  Research  Center  at  the  University 
of  Chicago  examines  the  response  of  survivors  of  Reye's  Syndrome  and  some  of 
their  parents  to  carbohydrate  loading,  protein  loading  and  fasting  to  determine 
if  there  are  any  remaining  matabolic  defects  in  these  patients.    This  is 
essential  in  order  to  determine  which  patients  are  at  risk  for  recurrence  of 
the  Syndrome. 

2.  At  the  Pediatric  Clinical  Research  Center  at  Johns  Hopkins  University, 
patients  with  Reye's  Syndrome  are  studied  to  deterimine  whether  the  correction 
of  the  hyperammonemia  during  coma  stages  II-IV  with  nitrogen-free  analogues  of 
essential  amino  acids  may  improve  the  mortality  rate.    These  analougues  have 
been  found  to  be  effective  in  reducing  hyperammonemia  in  children  with  con- 
genital urea  cycle  defects  and  should  be  effective  in  the  reversible  acquired 
defects  of  urea  cycle  enzymes  in  Reye's  Syndrome.    A  new  ongoing  study  will 
determine  if  sodium  benzoate  would  be  an  even  more  effective  agent.    It  has 
been  found  to  be  very  effective  in  the  congenital  hyperammonemias,  since  it 
combines  with  ammonia  precursors  and  is  converted  to  hippuric  acid  which  is 
readily  secreted  in  urine.    Ammonia  levels  fall  within  six  hours  of  treatment. 
Preliminary  findings  in  two  patients  with  Reye's  Syndrome  after  treatment 

with  sodium  benzoate  suggest  that  a  trial  is  appropriate. 

3.  A  variety  of  protocols  are  performed  in  the  Pediatric  Clinical 
Research  Center  of  the  Children's  Hospital,  Cvnciannati,  Ohio,  to  study  the 
origins  of  Reye's  Syndrome,  the  metabolic  defects,  the  outcome,  and  the 
epidemiology  of  this  disease.   

Several  of  these  studies  are  performed  in  collaboration  with  the  Center  for 
Disease  Control  (CDC)  in  Atlanta.    Some  of  the  protocols  are  also  supported 
by  individual  research  grants. 

The  titles  of  the  protocols  are  the  following: 

-  The  assay  or  urea  cycle  enzymes  as  a  means  to  differentiate 
between  Reye's  Syndrome  and  hereditary  hyperammonemia.  The 
principle  investigator  is  Dr.  George  Hug. 

-  The  neuropsychological  outcome  of  Reye's  Syndrome.    The  principal 
investigator,  Dr.  O'Grady,  is  also  supported  by  an  individual 
research  grant. 
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-  The  natural  history  of  Reye's  Syndrome,  as  followed  by  liver 
biopsies,  with  special  emphasis  on  non-comatose  patients.  The 
principal  investigator  is  Dr.  Partin,  the  Program  Director  of 
this  Center.  '" 

-  Search  for  influenza  virus  in  skeletal  muscle  of  influenza  B 
myopathy  and  Reye's  Syndrome  myopathy.    The  principal  investigator 
is  Dr.  Partin. 

-  The  role  of  respiratory  virus  in  Reye's  Syndrome  in  the  State  of 
Ohio:    A  Two-Year  Prospective  Study.    This  study  is  done  under 

a  contract  of  the  CDC  with  the  Ohio  State  Health  Department  and 
the  Clinical  Research  Center.    The  principal  investigator  is 
Dr.  John  A.  Ackerman. 

4.    At  the  GCRC  of  Yale  University,  patients  with  Reye's  Syndrome  have 
been  studied  to  help  understand  some  of  the  mechanisms  involved  in 
producing  the  severe  brain  edema  which  plays  a  vital  role  in  Reye's  Syndrome. 
Monoamine  metabolites  have  been  studied  in  the  ventricular  fluid  of  patients 
with  Reye's  Syndrome  and  a  publication  resulted  from  this  study  in  "Neurology. 
Also,  a  study  was  undertaken  to  evaluate  intracranial  pressure  monitoring  and 
controlled  ventilation  in  the  management  of  Reye's  Syndrome,  which  resulted 
in  an  article  to  be  published  in  "Pediatrics."    The  patients'  siblings 
served  as  the  normal  controls. 

Another  study  is  underway  to  evaluate  the  neuropsychoeducational  sequelae  in 
patients  with  Reye's  Syndrome.    This  study  will  continue  into  future  years. 

B.    Biomedical  Research  Support  Program  (BRSP) 

At  the  University  of  Iowa  School  of  Medicine,  a  young  investigator  was  awarded 
BRSP  funds  to  conduct  a  pilot  study  on  the  metabolic  disorders  of  the  brain 
in  Reye's  Syndrome.    He  performed  autopsies  on  children  with  Reye's  Syndrome 
and  suggested  that  the  changes  may  be  due  to  a  toxin. 

At  the  University  of  New  Mexico,,  an  exploratory  study  was  done  on  the 
pathogenesis  of  Reye's  Syndrome. 

Individual  projects  active  during  FY  1979  are  listed  on  the  following  page. 
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DRR-Sponsored  Activities  Related  to  Reye's  S.yndrome 

FY  1978  Expenditures  a 
Grant  No.  Direct  Indirect 

General  Clinical  Research  Centers  Program 


MOT  RR00305-14 

$  11,884 

$  - 

HOI  RR00052-19 

6,839 

M01  RR001 23-15 

70,341 

M01  RR00125-17 

54,626 

M01  RR0O036-20 

1,498 

KOI  RR00052-19 

97,401 

HOI  RR00063-18 

26,278 

HOI  RR00071-17 

25,794 

MOl  RR00350-14 

73,466 

Biomedical 

Research  Support  Program 

S07  RR5372-16 

5,503 

S07  RR55S3-13 

3,000 

Total 

(FY  1978)  $152,193 

$224,437 

Estimates  for  FY  1979a  $152,829 

$225,375 

a)    Since  actual  costs  for  FY  1979  arenot  yet  available,  individual 
sums  represent  FY  1978  costs.    The  FY  1979  totals  are  estimates. 
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Attachment  6 

Research  on  Reye's  Syndrome  and  Related  Areas 
Supported  by  the 
National  Institute  of  Environmental  Health  Services  (NIEHS) 


Present  or  planned  activities  at  NIEHS  include  two  projects.  The 
first  is  an  intramural  collaborative  effort,  now  in  the  planning 
stages,  that  will  attempt  to  replicate  the  recent  findings  of  Ryan, 
et  al_,  (1)  of  aflatoxin  Bl  in  the  livers  of  six  of  seven  children 
dying  of  Reye's  Syndrome  versus  one  of  twelve  controls.  The 
surveillance  system  of  the  Center  for  Disease  Control  (CDC)- will  be 
exploited  for  hospital  contacts,  and  analysis  of  tissues  will  be 
handled  by  CDC. 

An  ongoing  grant  at  the  University  of  Arkansas  supports  an  attempt 

to  construct  an  animal  model  for  Reye's  Syndrome  along  the  lines 

of  the  viral/pesticide  carrier  model  proposed  by  Crocker,  et  al_,  (2). 

In  this  system  pretreatment  with  pesticide  carrier  alters  the  lethality 

of  subsequent  virus  infection  in  mice  and  resultant  liver  and  central 

nervous  system  pathology  is  similar  to  that  s*een  in  human  Reye's 

Syndrome. 


NIEHS  -  Sponsored -Activities  Related  to  Reye's  Syndrome 

FY  1979  Expenditures 
Grant  No.  Direct  Indirect 

R23  ES-01715-03  $36,314 


(1)  Aflatoxin  Bl :    Role  in  the  Etiology  of  Reye's  Syndrome. 

Ryan,  N.J.,  Hogan,  G.R.,  Hayes,  A.W. ,  Unger,  P.D.,  Siraj,  M.Y. 
Pediatrics,  64:    1,  71-75  (1979). 

(2)  Insecticide  and  Viral  Interaction  as  a  Cause  of  Fatty  Visceral 

Changes  and  Encephalopathy  in  the  Mouse.    Crocker,  J.F.S., 
Rozee,  K.R.,  Ozere,  R.L.,  Dugout,  S.C.,  and  Hutzinger,  0. 
Lancet,  1:    July  6,  1974,  pg.  22-24. 


797 


Program  Announcement 

NIH  Guide  for  Grants  and  Contracts 
Vol.  9,  No.  7,  May  16,  1980 

RESEARCH  GRANTS  RELATED  TO 
REYE'S  SYNDROME 


The  National  Institute  of  Neurological  and  Communicative  Disorders  and 
Stroke  (NINCDS) ,  in  co-sponsorship  with  the  National  Institute  of  Allergy 
and  Infectious  Diseases  (NIAID) ,  the  National  Institute  of  Arthritis, 
Metabolism,  and  Digestive  Diseases  (NIAMDD) ,  and  the  National  Institute  of 
Child  Health  and  Human  Development  (NICHD) ,  is  encouraging  the  submission 
of  applications  for  research  grants  in  the  area  of  Reye's  Syndrome  (RS) , 
a  clinically  important  childhood  encephalopathy. 

BACKGROUND 

Reye's  Syndrome  is  a  childhood  disorder  which  was  first  recognized  and 
described  by  Dr.  Douglas  Reye  in  Australia  in  1963.     The  disease  is 
characterized  by  several  clinical  features,  manifested  progressively  in 
a  quick  succession.    It  is  usually  preceded  by  a  prodromal  viral  infection, 
usually  influenza  B  or  varicella,  either  alone  or  accentuated  by  another 
virus  or  by  environmental  factors.    This  is  followed  by  vomiting,  fatty 
infiltration  of  liver  and  viscera,  impairment  of  oxidative  metabolism, 
high  concentrations  of  serum  ammonia,  high  serum  transaminase  activities, 
and  high  intracranial  pressure  leading  to  progressive  cerebral  edema.  In 
approximately  20-40%  of  affected  children,  the  encephalopathy  proceeds  to 
irreversible  brain  damage  and  even  death.    Thus,  this  disease  constitutes 
a  major  health  problem  and  poses  a  great  risk  to  the  younger  generation. 

RESEARCH  GOALS  AND  SCOPE 

Since  RS  is  suspected  to  be  caused  by  several  factors,  efforts  need  to  be 
directed  toward  the  identification  of  the  causative  factor(s) ,  elucidation 
of  their  mechanisms  of  action,  coutrol  and  elimination  of  these  intrinsic 
and/or  extrinsic  factors,  with  the  expectation  of  developing  techniques 
for  early  diagnosis,  improving  the  existing  therapeutic  modalities  and 
developing  new  ones  in  the  management  and  control  of  RS . 

Many  investigators  have  concluded  that  even  though  Reye's  Syndrome  may  result 
from  a  number  of  causes,  the  common  pathway  resulting  in  clinical  symtoms  is 
injury  to  the  mitochondria.     These  findings  suggest  that  there  is  some  unknown 
factor  in  serum  that  damages  mitochondria.     Continued  studies  of  Reye's  Syn- 
drome are  of  great  importance  because  a  clearer  understanding  of  the  cellular 
pathophysiology  of  this  disorder  may  lead  to  a  better  understanding  of 'the 
damaging  effects  of  all  acute  encephalopathies  upon  the  brain.  Cellular 
metabolic  functions  such  as  respiration,  fatty  acid  oxidation,  mechanisms 
affecting  urea  and  ammonia  production,  protein  synthesis,  glycolysis  and 

Awards  will  be  made  under  the  authority  of  the  Public  Health  Service  Act, 
Title  III,  Section  301  (Public  Law  78-410,  as  amended;  42  USC  241)  and 
administered  under  PHS  grant  policies  and  Federal  Regulations  42  CFR  Part  52 
and  45  CFR  Part  74.     This  program  is  not  subject  to  A-95  Clearinghouse  or 
Health  Systems  Agency  review. 
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other  specific  dysfunctions  need  to  be  investigated.  Morphological  aspects 
of  liver  dysfunction  and  their  possible  correlation  with  biochemical  abnor- 
malities provide  additional  areas  of  interest. 

Many  of  the  features  of  acute  encephalopathies  appear  to  result  from 
abnormalities  in  transport  of  water,  electrolytes,  and  chemicals  from 
plasma  into  the  extracellular  and  intracellular  fluid  spaces  in  brain, 
with  resulting  alterations  in  the  osnolality  and  pH  of  brain  tissue. 
Transport  of  ions  and  metabolites  in  and  out  of  cells  is  energy-dependent, 
but  links  between  defects  in  transport,  energy  production  and  acute 
cerebral  encephalopathy  are  not  known  and  need  further  definition. 

Exposure  to  pesticides,  solvents  and  drugs  alone  or  in  combination  with 
virus  has  been  implicated  as  a  possible  cause  of  this  syndrome.  Several 
metabolic  disturbances  seem  to  occur  in  Reye's  Syndrome  as  a  result  of 
these  exposures,  each  of  which  could  result  in  an  acute  disturbance  of 
brain  function.     These  and  other  related  factors  such  as  cellular  immune 
responses,  neurotransmitters,  etc.,  need  to  be  investigated. 

Brain  edema  is  a  final  neurological  manifestation  of  all  the  complexities 
of  this  syndrome.     Clinically,  CSF  pressure  is  invariably  increased  in 
children  who  subsequently  die.     Despite  the  obvious  existence  of  brain 
edema  and  coma  in  Reye's  Syndrome,  little  is  known  of  the  mechanisms 
involved  and  virtually  no  means  are  at  hand  for  early  diagnosis  and  treat- 
ment, although  early  recognition  and  treatment  of  RS  is  of  paramount 
importance  in  reducing  mortality  and  morbidity. 
/ 

Although  some  of  the  areas  for  research  have  been  described  above,  the 
applicant  by  no  means  is  restricted  to  any  one  or  more  of  these  avenues 
of  research.     Any  investigational  aspect  directly  or  indirectly  related 
to  the  etiology,  pathology,  diagnosis,  prevention  and  treatment  of  Reye's 
Syndrome  is  encouraged.     Development  of  animal  models  of  this  syndrome 
forms  an  integral  part  of  this  announcement. 

MECHANISMS  OF  SUPPORT 

Applications  may  be  submitted  for  a)  program  project  grants  (P01)  or 
b)  for  individual  research  project  grants  (R01) . 

a)  Program  projects  may  include  clinical  research  as  well  as  experimental 
approaches,  depending  upon  local  (or  cooperative)  facilities  which 
include  technical  and  professional  expertise,  interest,  resources, 
and  patient  availability  to  carry  out  the  desired  research  objectives. 
Applicants  should  develop  a  comprehensive  research  program,  each  phase 
to  be  directed  to  a  specific  aspect  of  Reye's  Syndrome.  Potential 
applicants  are  encouraged  to  consult  with  the  appropriate  institute 
representative  (listed  below)  as  early  as  possible  in  the  planning  stages. 
Deadlines  for  receipt  of  P01  applications  are  June  1,  October  1,  and 
February  1. 
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b)  Applicants  may  propose  individual  research  projects  involving  any 
investigational  aspect  of  Reye's  Syndrome.  Deadlines  for  receipt 
of  R01  applications  are  July  1,  November  1,  and  March  1. 

REVIEW  PROCEDURES  AND  CRITERIA 

Applications  should  be  prepared  on  form  PHS  398  following  regular 
instructions  contained  in  the  application  kit.     Submitted  applications 
will  be  assignee  by  Division  of  Research  Grants  to  awarding  units  and 
for  peer  review  in  accordance  with  the  usual  Referral  Guidelines . 
Applications  will  be  reviewed  for  scientific  merit  and  relevance  to 
program  goals  in  accordance  with  the  standard  review  procedures  of  the 
NIH;  that  is,  each  application  will  be  assessed  first  for  scientific  • 
merit  review  by  a  group  of  mostly  non-Govemment  scientists  having 
appropriate  expertise  and  then  for  both  scientific  merit  and  program 
relevance  by  the  appropriate  National  Advisory  Council. 

Applicants  may  request  amounts  commensurate  with  the  objectives  to  be 
accomplished  for  a  period  not  to  exceed  five  years.     The  support  mechanism 
referred  to  in  this  announcement  will  be  grants-in-aid  and  these  awards 
will  be  made  on  a  competitive  basis  to  those  applicants  who  have  success- 
fully competed  with  all  applicants  for  funds  from  the  sponsoring "programs 
of  the  institutes  involved. 

The  phrase  "Prepared  in  Response  to  the  Program  Announcement  for  Research 
Grants  in  the  Area  of  Reye's  Syndrome"  should  be  typed  across  the  top  of 
the  first  (face)  page  of  the  application. 

/  .  f 

Completed  applications  should  be  submitted  according  to  the  deadlines  for 
the  review  schedule  mention  above  and  also  supplied  in  the  application  kit 
and  mailed  to  the  following  address:  , 
/ 

  Division  of  -Research  Grants 

National  Institutes  of  Health 
Room  240,  Westwood  Building 
Bethesda,  Maryland  20205 

INQUIRIES  AND  CORRESPONDENCE 

One  copy  of  the  application  is  to  be  sent  to  each  of  the  addresses  below. 
Applicants  needing  further  information  may  contact: 

Kenneth  Surrey,  Ph.D.  , 
Neurological  Disorders  Program 
-  _  NINCDS,  National  Institutes  of  Health 

Room  710,  Federal  Building 
Bethesda,  Maryland  20205 

John  R.  LaMontagne,  Ph.D. 

Influenza  Program  Officer 

National  Institutes  of  Health 

NIAID/MIDP/DA3 

Room  750,  Westwood  Building 

Bethesda;  Maryland  20205 

Robert  Xatz,  Ph.D. 

Metabolic  Diseases  Research  Program  Director 
NTAMDD-E? ,  National  Institutes  of  Health 
Room  603,  Westwood  3uilding 
Bethesda,  Maryland  20205 

Delbert  Dayton,  M.D. 

Chief,  Genetics  and  Teratology  Section 
CNED/CRMC/NI CHD,  National  Institutes  of  Health 
Room  7C08,  Landow  Building 
Bethesda,  Maryland  20205 


78-363  0-81-51 
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Consensus  Development  Conference  Meeting  .       Appendix  4  4-1 


JOURNAL  ANNOUNCEMENT 


"The  Diagnosis  and  Treatment  of  Reye's  Syndrome"  will  be  the  subject  of  a 
National  Institutes  of  Health  Consensus  Development  Conference  to  be  held  March  2-4, 
1981,  in  Masur  Auditorium,  in  the  NIH  Clinical  Center  (Building  10),  Bethesda,  Maryland. 

The  National  Institute  of  Neurological  and  Communicative  Disorders  and  Stroke  is 
the  lead  Institute  for  this  conference.  Other  sponsors  are  the  National  Institute  of 
Allergy  and  Infectious  Diseases,  the  National  Institute  of  Arthritis,  Metabolism,  and 
Digestive  Diseases,  the  National  Institute  of  Child  Health  and  Human  Development,  the 
National  Institute  of  Environmental  Health  Sciences,  and  the  Division  of  Research 
Resources.  Collaborating  agencies  are  the  Center  for  Disease  Control  and  the  National 
Center  for  Health  Statistics.  Assistance  will  be  provided  by  the  NIH  Office  for  Medical 
Applications  of  Research. 

This  Consensus  Development  Conference  will  bring  together  biomedical  research 
scientists,  practicing  physicians,  consumers,  and  experts  in  fields  relevant  to  a  thorough 
discussion  of  the  diagnosis  and  treatment  of  Reye's  syndrome. 

The  purpose  of  the  conference  is  to  reach  agreement  on  a  scientific  evaluation  of 
the  criteria  for  diagnosis  and  treatment  of  Reye's  syndrome.  In  considering  this 
condition,  key  questions  to  be  addressed  include:  What  is  Reye's  syndrome?  What 
symptoms  should  alert  parents?  What  other  conditions  may  present  similar  symptoms? 
When  should  parents  seek  medical  evaluation  of  their  child?  Which  tests  are  helpful  in 
diagnosing  Reye's  syndrome?  What  early  treatments  are  useful  for  noncomatose 
patients?  What  are  the  indications  for  and  risks  of  intensive  care?  What  are  the 
indications  for  monitoring  intracranial  pressure?  Is  barbiturate  coma  useful? 

After  two  days  of  presentations  and  discussion,  a  consensus  statement  will  be 
developed  and  read  publicly  on  the  morning  of  March  4.  The  statement  will  encompass 
both  the  scientific  issues  and  the  concerns  of  families. 

For  technical  information,  contact: 

Dr.  Joseph  S.  Drage 

Chief,  Developmental  Neurology  Branch,  NDP,  NINCDS 
Room  816,  Federal  Building 
7550  Wisconsin  Avenue 
Bethesda,  Maryland  20205 
(301)  496-6701 

For  administrative  information,  contact: 

Yvonne  P.  Lewis 
Prospects  Associates 
11325  Seven  Locks  Road 
Suite  221 

Potomac,  Maryland  20854 
(301)  983-0535 
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National  Institute  of  Neurological  and  Communicative  Disorders  and  Stroke 

Report  on  the  Implementation  of  Recommendations 
of  the  Commission  for  the  Control  of  Epilepsy  and  Its  Consequences 


In  its  report  on  the  Fiscal  Year  1981  budget  for  the  Department  of 
Health  and  Human  Services,  the  Committee  on  Appropriations  stated  on  page  41: 

"The  Committee  was  pleased  to  learn  that  implementation  of  the  recommen- 
dations of  four  recent  commissions  on  epilepsy,  Huntington's  disease, 
multiple  sclerosis,  and  diabetes  has  continued.    The  Committee  requests  a 
further  report  on  the  status  of  Implementation  of  the  recommendations  of 
these  commissions  prior  to  hearings  on  the  budget  for  1982." 

On  July  29,  1975,  Public  Law  94-63,  establishing  a  Commission  for 
the  Control  of  Epilepsy  and  Its  Consequences,  was  enacted.    In  the  ensuing 
months,  this  Commission  held  a  series  of  regional  meetings  and  consumer 
workshops,  and  prepared  a  report  which  was  presented  to  Congress  in  August 
1977.    This  report  contained  over  400  recommendations  covering  all  aspects 
of  the  problem  of  epilepsy  in  the  United  States — social,  legal,  scientific, 
economic,  and  humanitarian.    Since  then,  annual  status  reports  on  imple- 
mentation of  the  Commission's  recommendations  have  been  prepared  for  the 
Committee  on  Appropriations.    The  following  highlights  and  tabulations 
present  a  picture  of  the  current  status  of  the  implementation  effort. 

•  The  Commission  recommended  that  the  NINCDS  combine  clinical 
research  with  an  attack  on  the  problems  of  total  management  of 
persons  with  epilepsy,  with  particular  emphasis  on  the  problems 
of  members  of  minority  groups.    In  the  past  year,  NINCDS  began 
to  fund  an  Urban  Comprehensive  Epilepsy  Program  addressing  this 
issue. 

•  The  Commission  placed  strong  emphasis  on  the  need  for  better 
drugs  for  epilepsy.    NINCDS  continues  to  promote  drug  develop- 
ment and  to  study  any  toxic  effects  of  antiepileptic  drugs. 
Examples  of  this  effort  are: 

a)  Proceedings  of  a  symposium  on  the  Mechanisms  of  Action 
of  Anticonvulsant  Drugs  were  published  in  1980.  More 
fundamental  research  in  the  action  of  anticonvulsant  drugs 
will  continue  to  be  conducted  through  the  grant  mechanism. 

b)  The  NINCDS  continues  to  inform  professional  and  lay  persons 
about  its  drug  development  program  through  symposia  and 
workshops . 

c)  Synthesis  of  new  compounds  for  the  antiepileptic  drug 
development  program  has  been  supported  directly  through 
the  grant  mechanism;  grantees  are  now  working  on 
synthesizing  novel  antiepileptic  compounds  and  submitting 
these  to  NINCDS. 
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d)  A  contract  for  animal  screening  for  anticonvulsant 
activity  of  new  drugs  has  been  renewed  by  NINCDS  and 
modest  plans  to  expand  this  program  are  under  con- 
sideration.   New  animal  models  of  epilepsy  are  also 
needed  to  identify  potential  antiepileptic  drugs;  some 
potential  models  are  now  under  study  by  the  grant  and 
contract  mechanism. 

e)  The  pharmacologic  evaluation  of  new  drugs  is  proceeding 
at  the  Veterans  Administration  Epilepsy  Centers,  at 
the  Clinical  Center,  NIH,  and  at  the  comprehensive 
epilepsy  centers.     Such  pharmacologic  studies  will 
allow  greater  insight  into  the  clinical  efficacy  and 
usefulness  of  these  compounds  as  well  as  studying 
phenomena  such  as  drug-drug  interaction.    The  Epilepsy 
Branch,  NINCDS,  has  expressed  its  intent  to  fund  future 
clinical  trials  of  promising  antiepileptic  drugs. 

f )  The  NINCDS  Epilepsy  Advisory  Committee  and  the  staff 
of  the  Institute's  Epilepsy  Branch  have  collaborated 
in  the  modification  and  updating  of  the  Food  and  Drug 
Administration  guidelines  for  testing  efficacy  and 
safety  of  anticonvulsant  drugs  in  children.  These 
guidelines  will  be  published  in  their  revised  form 
and  will  be  disseminated. 

g)  NINCDS  has  set  up  a  committee  to  evaluate  specifically 
the  problem  of  producing  new  drugs  with  limited  commercial 
value.    This  will  have  direct  implications  on  the 
development  of  drugs  for  epilepsy.    Further  collaboration 
with  the  FDA  is  anticipated. 

•  The  Commission  recommended  a  workshop  on  status  epilepticus. 
NINCDS  sponsored  an  international  workshop  on  status  epilepticus 
which  was  held  in  November  1980,  in  Santa  Monica,  California.  The 
proceedings  will  be  published  promptly  for  widespread  distribution. 

♦  The  Commission  called  for  a  study  of  prophylactic  medications  in 
febrile  convulsions.    NINCDS  has  sponsored  a  consensus  development 
conference  on  prophylactic  medication  for  febrile  seizures.  The 
Developmental  Neurology  Branch  is  planning  further  clinical 
investigations  in  this  area. 

The  following  tabulation  presents  in  detail  current  work  relating 
to  the  Commission's  recommendations  specifically  targeted  to  NIH.  Each 
recommendation  is  followed  by  a  short  title,  an  estimate  of  additional 
fiscal  and  manpower  resources  needed  to  fully  implement  the  recommendation, 
the  estimated  number  of  years  needed,  and  a  brief  comment  on  implementation 
progress  to  date. 

Roman  numerals  correspond  to  chapters  in  the  Epilepsy  Commission 
Report.    The  recommendations  began  in  Chapter  IV.    Many  of  the  over  400 
recommendations  were  to  non-departmental  or  to  non-government  groups  and 
agencies,  and  these  account  for  the  gaps  which  appear  in  the  numbering 
in  the  tabulation.     Every  effort  has  been  made,  however,  to  present  as 
comprehensive  a  picture  as  possible  of  the  current  implementation  effort. 
The  numbers  and  amounts  listed  under  "Required  for  Implementation"  reflect 
the  professional  judgement  of  the  program  directors,  and  are  not  the  formal 
recommendations  or  requests  of  the  Department  of  Health  and  Human  Services. 
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National  Institute  of  Neurological  and  Communicative  Disorders  and  Stroke 

.  -  ^  ^  ,  /     ■'•  ; 

Report  of  the  National  Institutes  of  Health  Implementation  of 
Recommendations  of  the 
Commission  for  the  Control  of  Huntington's  Disease  and  Its  Consequences 


In  its  report  on  the  Fiscal  Tear  1981  budget  for  the  Department  of 
Health  and  ^iran  Services,  the  Committee  on  Appropriations  stated: 

"The  Committee  was  pleased  to  learn  that  Implementation  of  the 
recommendations  of  four  recent  commissions  on  epilepsy,  Huntington's  disease, 
multiple  sclerosis,  and  diabetes  has  continued.     The  Committee  requests  a 
further  report  on  the  status  of  implementation  of  the  recommendations  of 
these  Commissions  prior  to  hearings  on  the  budget  for  1982." 

Executive  Summary 

The  NTHCDS  has  been  very  active  during  the  3  years  following  submission 
of  the  Huntington's  Disease  (ED)  Commission's  report  to  Congress  and  the 
President.     Almost  all  of  the  major  recommendations  have  been  implemented. 
While  NXNCDS  is  the  primary  agency  charged  with  carrying  out  the  Commission's 
recommendations,  one  other  NEB  Institute,  the  National  Institute  of  General 
Medical  Sciences  (NIGMS) ,  and  the  National  Institute  of  Mi»nf  al  Health  (NT3B)  , 
ADAMHA,  provide  non-categorical  and  indirect  research  support  through  their 
programs  relating  to  the  neurosclences  and  genetics. 

The  following  highlights  and  table  show  the  present  status  of  the 
implementation  effort  by  YES  research  agencies. 

•  The  principal  thrust  of  the  HD  Commission  study  was  toward 
increased  research.     The  number  of  grants  on  Huntington's  disease 
increased  from  9  in  FT  1979,  totalling  $548,900  to  14  in  FY  1980, 
totalling  $2,138,000.    Research  in  the  neurological  disorders  of 
aging,  a  larger  category  from  which  spinoffs  beneficial  to  HD 
sufferers  may  well  come,  has  shown  a  corresponding  increase.  In 

FT  1979  there  were  53  NINCDS  grants  totalling  $4,975,673;  in  FT  1980 
there  were  67  grants  in  this  category  totalling  $7,648,000. 

*  NT CMS  supports  basic  research  in  the  whole  spectrum  of  genetic 
diseases,  of  which  HD  is  one.     This  research  cannot  be  fiscally 
categorized  in  terms  of  specific  disorders,  but  owing  to  the  lack 
of  fundamental  knowledge  of  genetic  mechanisms,  it  is  of  great 
importance.     Similarly,  NIMH  supports  basic  research  in  the  bio- 
chemical, physiological,  and  other  fundamental  aspects  of  the 
nervous  system.     Findings  from  these  basic  research  areas  may 
well  provide  the  key  to  HD  as  well  as  many  other  disorders. 
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•  la  July  1980,  2  grants  were  awarded  by  MINCDS  for  "Cancers  Without 
Vails,"  one  of  che  Commission's  aajor  recommendations.     These  are 
interdisciplinary  clinical  and  basic  research  centers,  one  at  The 
Johns  Hopkins  University,  che  other  a  consortium  of  institutions 
in  3oston  and  led  by  Harvard  University. 

•  A  contract  was  awarded  by  KTSCDS  in  July  1980  to  che  University 

of  Zulia  for  a  collaborative  research  project  on  a  unique  population 
of  Huntington's  disease  families  living  around  Lake  Maracaibo, 
Venezuela.    This  project  holds  promise  of  leading  co  che  discovery 
of  a  homo  zygote  for  ED,  If  such  is  viable,  and  improved  genetic 
linkage  studies. 

•  The  Commission  recommended  establishment  of  rvo  national  tissue 
banks  for  the  collection  and  distribution  of  aeural  cissue  from 
patients  with  ED  and  related  disorders.     The  banks  have  been  established 
at  McLean  Hospital,  3oston,  and  at  the  Wadsworth  7A  Hospital,  Los 
Angeles.     They  are  jointly  sponsored  by  NTNCDS,  the  National  Institute 
of  Mental  Health,  and  several  private  voluntary  health  organizations. 

•  Another  aajcr  recommendation  was  strengthening  of  NXSCDS  staff 
devoted  to  Huntington's  disease  and  related  disorders.     The  Insti- 
tute has  hired  two  health  scientist  administrators  to  develop 
programs  in  the  area  of  neurological  disorders  of  aging  and  to 
serve  as  a  focal  point  for  the  implementation  of  che  Commission's 
recommendations . 


The  following  table  provides  a  more  complete  and  detailed  picture  of 
implementation  of  the  HD  Commission  recommendations. 
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DEPARTMENT  OF  HEALTH  AND  HUMAN  SERVICES 
PUBLIC  HEALTH  SERVICE 


National   Institute  of  Neurological  and  Communicative 
Disorders  and  Stroke 


Report  of  the  Implementation  of  Recommendations 
of  the  National  Commission  on  Multiple  Sclerosis 
to  the  House  Committee  on  Appropriations  for  Labor 
and  Health  and  Human  Services 


As  requested  in  the  Committee's  report  on  Fiscal  Year  1981  Appropriations 
for  the  National  Institutes  of  Health  (Report  No.  96-1244,  p.  41),  this  report 
addresses  the  status  of  implementation  of  the  recommendations  made  by  the 
National  Advisory  Commission  on  Multiple  Sclerosis.* 

The  Committee's  language  requesting  this  report  reads  as  follows: 

"The  Committee  was  pleased  to  learn  that  implement- 
ation of  the  recommendations  of  four  recent  commissions 
on  epilepsy,  Huntington's  disease,  multiple  sclerosis 
and  diabetes  has  continued.  The  Committee  requests  a 
further  report  on  the  status  of  implementation  of  the 
recommendations  of  these  commissions  prior  to  hearings 
on  the  budget  for  1982." 

Multiple  Sclerosis  (MS)  is  a  relatively  common  crippling  disorder  of  the 
central  nervous  system  which  most  commonly  affects  young  adults  in  their  very 
productive  years,  between  ages  20  and  40.  The  course  of  the  disease  is 
characterized  by  unpredictable  attacks  of  paralysis,  bladder  dysfunction,  blindness 
or  change  in  sensation  followed  by  a  remission  of  symptoms  for  variable  periods  of 
time.  Many  patients  experience  a  progressive  downhill  course  at  some  stage  in 
the  disorder.  It  is  characterized  pathologically  by  multi-focal  areas  of  loss  of 
myelin,  the  insulating  sheath  surrounding  nerve  fibers,  and  by  a  lesser  involvement 


♦"Report   and  Recommendations  (of  the)  National  Advisory  Commission  on 
Multiple  Sclerosis"  DHEW  Publication  No.  (NIH)  74-534.  Page  numbers 
specified  with  recommendations  refer  to  Volume  Two  of  the  Report. 
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of  the  nerve  fibers  themselves.  The  cause  of  MS  is  unknown  but  both  genetic  and 
environmental  factors  appear  to  be  important.  A  major  clue  supporting  an 
environmental  factor  is  the  finding  of  a  greater  prevalence  in  temperate  zones 
than  in  the  tropics.  The  factor  itself  may  be  infectious,  possibly  a  virus.  The 
frequency  with  which  certain  tissue  antigens  are  found  in  MS  patients  and  the 
occurrence  of  MS  in  some  families  suggest  a  genetic  factor.  The  genetic  factor 
may  predispose  to  MS  by  changes  in  immune  regulation,  the  body's  natural  defense 
against  disease.  The  degeneration  of  the  myelin  may  be  due  to  either  or  both  of 
these.  The  Commission  recommendations  are  based  upon  these  and  other  observ- 
ations and  hence  call  for  studies  related  to  virology,  immunology,  genetics, 
epidemiology  and  chemistry  in  the  MS  patient.  Since  a  naturally-occuring  MS-like 
disease  is  not  found  in  animals,  experimental  models  mimicking  the  disease, 
induced  by  viruses  or  by  immunological  manipulation,  are  also  recommended  for 
study. 


The  National  Institute  of  Neurological  and  Communicative  Disorders  and 
Stroke  (NINCDS)  has  been  highly  responsive  to  the  stimulus  and  spirit  of  the  MS 
Commission,  as  is  reflected  by  the  large  number  of  MS  center  grants  (8)  active 
since  the  Commission  was  established.  Nearly  all  of  the  Multiple  Sclerosis 
Commission  recommendations  have  been  implemented. 


The  Neurological  Disorders  Program  (NDP),  a  division  of  NINCDS, 
expanded  its  support  for  MS,  and  MS  related  research  from  $7,889,436  in  FY  1978, 
to  $9,117,341  in  FY  1979,  and  to  $12,160,711  in  FY  1980.  This  does  not  include  all 
relevant  basic  research  supported  by  other  NINCDS  programs.  However,  in  some 
cases,  the  recommendations  were  not  implemented  because  of  scientific  and  other 
limitations,  and  for  reasons  as  discussed  under  individual  recommendation 
headings.  The  figures  cited  in  this  report  represent  (unless  otherwise  indicated) 
total  costs  paid  for  grants  which  in  toto  or  in  part  are  readily  identifiable  with  a 
commission  recommendation.  The  MS  and  MS  relevant  research  grant  portfolio  in 
recent  years  has  grown  modestly. 


Reporting  the  research  in  MS  supported  by  NINCDS  alone  would  provide  an 
incomplete  picture  of  MS  research  in  the  United  States  and  abroad.  Therefore, 
where  appropriate,  support  by  other  agencies  is  indicated.  Moreover,  the  effort 
described  in  this  report  does  not  include  significant  support  for  fundamental 
research  related  to  MS  supported  by  other  programs  and  institutes.  Finally,  in 
determining  the  subvention  for  specific  research  targeted  towards  one  or  another 
Commission  recommendation,  estimates  have  been  used  in  the  cases,  such  as 
centers,  where  multiple  recommendations  are  being  addressed.  Thus,  this  report 
reflects  only  a  part,  albeit  major  of  the  research  effort  in  MS. 

A  few  of  the  MS  Commission  recommendations  are  still  in  process  of 
implementation,  and  a  smaller  number  cannot  now  be  implemented.  An  example 
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of  the  latter  is  Recommendation  #A-27,  calling  for  a  cooperative  US-USSR  study 
of  the  relationship  of  MS  prevalence  to  latitude.  The  USSR  has  shown  virtually  no 
interest  in  such  a  cooperative  study. 


The  follow-up  surveillance  of  measles-vaccinated  populations 
(Recommendation  #B-i)  to  define  any  relationship  between  vaccination  and  MS 
prevalence  is  on  the  agenda  of  several  investigators.  A  link  between  measles  and 
MS  has  been  suspected  for  many  years,  and  NINCDS  is  reassessing  the  possible 
contribution  of  further  studies  in  this  area.  Also  under  consideration  are  further 
studies  in  immunology  (Recommendation  A-4),  drug  development  (Recom- 
mendation A-10),  and  genetics  (Recommendation  A-19)  as  they  relate  to  MS. 


There  have  been  significant  developments  in  fundamental  areas  of  nervous 
system  research,  virology  and  immunology,  since  the  Commission  report  was 
issued.  These  developments  have  been  the  result,  in  part,  of  initiatives  and 
support  by  NINCDS  and  other  NIH  components,  especially  the  National  Institute  of 
Allergy  and  Infectious  Diseases,  and  by  extra-governmental  agencies,  particularly 
the  National  Multiple  Sclerosis  Society  and  the  Kroc  Foundation  in  the  United 
States.  Other  governmental  and  private  agencies  have  stimulated  and  supported 
significant  related  research  in  other  countries,  as  well.  As  a  result,  new 
technologies  unanticipated  by  the  Commission,  are  currently  being  used  and  new 
directions  are  being  pursued.  For  example,  new  neurophysiological  techniques  of 
evoked  responses  are  utilized  currently  in  the  study  and  diagnosis  of  MS  in 
numerous  centers.  The  development  of  positron  emission  tomography  (PET)  which 
permits  the  study  of  metabolic  events  within  small  areas  of  the  brain  will  allow 
additional,  potentially  significant  observations  to  be  made  in  the  MS  patient. 
Recent  developments  in  virology  and  immunology,  such  as  the  identification  of 
markers  for  subsets  of  human  lymphocytes,  have  opened  new  possibilities  for 
research  in  MS  patients. 


In  summary,  the  work  of  the  MS  Commission  was  a  major  stimulus  to 
research  in  the  field,  and  a  very  valuable  source  of  strength  and  guidance  for  the 
Institute.  The  following  tabulation  presents  the  current  status  of  the  nearly 
completed  implementation  effort. 
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A.       General  Reconrnenda t i ons 


RECOMMENDATION  #1  (p.  176) 

The  Commission  perceives  as  compelling  the  views  of  several  of 
the  Working  Groups  that  since  multiple  sclerosis  is  a  disease  unique 
to  human  beings  —with  not  as  yet  apparent  naturally  occurring  or 
experimentally  induced  counterpart  —there  must  be  greater  study 
of  patients  with  this  disease  and  more  collaboration  in  research 
with  neurologists  expert  in  the  problems  peculiar  to  multiple 
sclerosis.  Of  such  particular  importance  that  it  cannot  be 
overs  tressed  is  the  conviction  of  the  Commission  that  most  of  the 
needed  studies  of  patients,  as  well  as  of  the  materials  from 
patients,  cannot  be  expected  to  be  done  with  dispatch  and  properly 
without  the  creation  of  three  additional  clinical  centers  for 
research  on  multiple  sclerosis. 


The  Commission  RECOMMENDS  the  creation  of  three  additional 
clinical  centers  for  research  on  multiple  sclerosis  of  the  types  and 
for  the  purposes  described  and  the  appropriation  of  additional  funds 
for  this  purpose  in  the  foUowing  amounts:  FY  1975  -  $750,000;  FY 
1976  -  $750,000;  FY  1977  -  $750,000. 


ACTION  TAKEN 

The  Report  and  Recommendations  of  the  National  Advisory 
Commission  on  Multiple  Sclerosis  was  issued  February  11, 
1974.  Before  the  Commission  was  established,  NINCDS 
supported  one  center.  At  the  time  of  issuance  of  the 
Report,  three  centers  were  active.  As  of  November  1, 
1980,  eight  centers  are  active.  All  centers  have  a  clinical 
component. 

As  of  December  1980,  eight  clinical  center /program  projects 
are  active.  They  are  located  at:  Wistar  Institute  of  Anatomy 
and  Biology  and  University  of  Pennsylvania  in  Philadelphia, 
Emory  University  in  Atlanta,  Yeshiva  University  in  New  York, 
Scripps  Clinic  and  Research  Foundation  in  La  Jolla,  Johns 
Hopkins  in  Baltimore,  University  of  California  in  San 
Francisco,  and  University  of  California  in  Los  Angeles.  The 
combined  expenditures  for  these  centers  were  in  FY  1978  - 
$4,098  million;  FY  1979  -  $4,023  miUion;  and  in  FY  1980  - 
$4,503  million. 
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RECOMMENDATION  #2  (p.  177) 

The  Commission  RECOMMENDS  that  NINCDS  create  and  maintain 
a  collection  and  distribution  center  for  fresh  multiple 
sclerosis  tissues  to  meet  one  of  today's  most  urgent  unmet 
needs  in  multiple  sclerosis  research.  The  additional  funds  needed 
to  support  this  operation  have  been  determined  to  be:  FY  1975  - 
$60,000;  FY  1976  -  $60,000. 


ACTION  TAKEN 

NINCDS,  with  the  National  Institute  of  Mental  Health,  has 
supported  by  contract  an  MS  tissue  bank  managed  by  Dr. 
Wallace  W.  Tourtellotte,  at  Wadsworth  VA  Hospital,  Los 
Angeles,  California  for  the  past  five  years  at  $60,000  per 
year.  Subvention  for  the  tissue  bank  for  FY  1981  is  $80,000. 
In  FY  1980,  nearly  200  requests  for  tissues  were  submitted  by 
scientists  studying  MS. 
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RECOMMENDATION  #3  (p.  177) 

The  evidence  existing  suggests  that  a  virus  or  viruses  may  be  at 
least  one  of  the  causative  factors  in  multiple  slerosis.  Therefore, 
the  commission  RECOMMENDS  an  expansion  of  the  presently 
inadequate  effort  to  isolate  and  characterize  infectious  agents 
from  multiple  sclerosis  tissues.  The  additional  funds  needed  for 
this  purpose  have  been  determined  to  be:  FY  1975  -  $500,000;  FY 
1976  -  $750,000;  FY  1977  -  $1,000,000. 


ACTION  TAKEN 

This  work  is  being  done  in  a  number  of  laboratories,  some 
of  which  are  also  receiving  support  from  other  agencies. 
Despite  intensive  studies,  efforts  to  isolate  virus  from 
MS  tissues  have  been  negative  or  not  reproducible.  Much 
effort  is  currently  directed  towards  the  study  of  animal  models 
infected  with  viruses,  which  mimic  M.S.  In  some  of  these, 
known  to  be  infected  by  viruses,  it  is  difficult,  if  not  impos- 
sible to  recover  the  agent.  This  research  will  provide 
techniques  which  may  be  useful  in  the  future  with  MS  tissue. 
The  NINCDS  intramural  program  (IP)  has  been  monitoring  the 
various  reports  of  viral  isolation  and  has  sought  to  confirm  or 
deny  these  reports  by  repeating  the  studies.  These  have  been 
negative  thus  far.  The  Institute's  recent  expenditures  for  the 
extramural  research  identified  in  this  recommendation  are: 
FY  1978  -  $240,000;  FY  1979  -  $323,000;  FY  1980  - 
$561,000.  An  additional  $200,000  per  year  is  expended  in  the 
intramural  program. 
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RECOMMENDATION  #4  (p.  177) 

The  Commission  agrees  with  the  recommendation  of  the  Working 
Group  on  Virology  that  routine  serologic  studies  of  single  samples 
obtained  from  multiple  sclerosis  patients,  with  similar  studies  of 
normal  subjects,  are  unlikely  to  provide  information  not  presently 
available.  What  is  needed  is  paired  samples  of  serum  and  cerebro- 
spinal fluid  obtained  from  small  groups  of  multiple  sclerosis 
patients  at  regular  intervals  of  time,  and  through  exacerbations 
and  remissions  of  their  disease,  and  studied  with  the  most  sensitive 
and  refined  immunological  methods. 

The  Commission  RECOMMENDS  that  such  studies  be  given  the 
highest  priority  and  that  additional  funds  for  this  purpose  be 
provided  in  the  following  amounts:  FY  1975  -  $70,000;  FY  1976  - 
$140,000;  FY  1977  -  $280,000. 


ACTION  TAKEN 

Paired  samples  of  serum  and  CSF  are  taken  from  MS 
patients  at  regular  intervals  in  the  NINCDS  intramural 
program  and  collaborating  institutions.  This  work  has  been 
broadened  to  include  serial  study  of  white  cells  in  the  serum 
and  CSF  as  well  as  antibody  titers,  prior  to,  during  and 
following  exacerbations.  Similar  studies  of  white  cells  are 
being  done  in  centers  supported  by  the  extramural  program 
(EP)  as  well.  The  Institute's  recent  expenditures  for  the 
extramural  research  identified  in  this  recommendation  are: 
FY  1978  -  $258,000;  FY  1979  -  $337,000;  FY  1980  -  $454,000. 
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RECOMMENDATION  #5  (p.  178) 

In  view  of  the  likelihood  that  incomplete  viruses  are  involved  in  the 
multiple  sclerosis  process,  there  is  an  obvious  need  to  fractionate 
the  candidate  viruses  into  their  various  antigenic  components  and 
to  develop  sensitive  immunological  methods  for  recognizing  the 
presence  of  such  fractions  in  the  brain  and  spinal  cord. 

The  Commission  RECOMMENDS  that  such  studies  be  encouraged 
through  provision  of  additional  funds  in  the  following  amounts:  FY 
1975  -  $160,000;  FY  1976  -  $240,000;  FY  1977  -  $340,000. 


ACTION  TAKEN 

Very  intensive  and  productive  research  on  viruses,  viral 
particles,  antigenic  components,  and  various  mechanisms 
of  persistence  of  viruses  in  the  tissues  is  being  carried  out 
in  a  number  of  laboratories  throughout  the  world.  Fusion 
and  other  techniques  have  been  used  in  the  NINCDS  intra- 
mural program  (IP)  to  release  and  study  incomplete  viruses. 
The  IP  has  also  searched  for  viruses  by  electronmicroscopy  and 
by  innoculation  of  fresh  MS  brain  tissue  into  tissue  culture  and 
animals.  Twelve  monkeys,  alive  five  years  after  innocu- 
lation, will  be  maintained  for  3  more  years  in  the  hope  that 
some  response  will  become  evident.  The  Insitute's  recent 
expenditures  for  the  extramural  research  identified  in  this 
recommendation  are:  FY  1978  -  $439,000;  FY  1979  - 
$275,000;  FY  1980  -  $489,000. 
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RECOMMENDATION  #6  (p.  178) 

One  of  the  more  intriguing  theories  of  the  causation  of  multiple 
sclerosis  is  that  developing  viral  particles  incorporate  into  their 
outer  coats  a  small  portion  of  the  membrane  of  the  cells  of  the 
host  in  which  they  form.  If  this  does  occur,  it  might  explain  how  a 
subject's  own  tissue  can  become  the  antigen  that  initiates  an 
autoimmune  response. 

The  Commission  RECOMMENDS  that  an  effort  be  undertaken  to 
prove  or  disprove  this  possibility  in  relation  to  the  present 
candidate  viruses  for  multiple  sclerosis.  Such  an  effort  would 
require  additional  funds  amounting  to:  FY  1975  -  $85,000;  FY 
1976  -  $170,000;  FY  1977  -  $382,000. 


ACTION  TAKEN 

Intensive  and  productive  research  is  being  supported  by 
NINCDS  which  addresses  this  issue,  often  combined  with 
Recommendation  #5  (see  above).  The  IP  is  collaborating  with 
the  Medical  College  of  Virginia  in  a  related  study.  The 
Institute's  recent  expenditures  for  the  extramural  research 
identified  in  this  recommendation  are:  FY  1978  -  $34,000; 
FY  1979  -  $34,000;  FY  1980  -  $95,000. 
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RECOMMENDATION  #7  (p.178) 

One  of  the  stressful  problems  relating  to  research  on  the  possible 
viral  causation  of  multiple  sclerosis  arises  from  crowding  that 
results  from  study  of  an  ever-increasing  number  of  specimens.  Not 
only  is  the  number  of  multiple  sclerosis  specimens  increasing,  but 
there  is  also  an  increase  in  the  number  of  control  specimens 
obtained  from  normal  subjects  and  from  patients  with  other 
neurological  diseases. 

Inasmuch  as  each  specimen  must  be  studied  for  a  matter  of 
months,  the  increasing  number  of  specimens  being  studied  enhances 
the  chance  of  cross-contamination  of  specimens  with  resultant 
errors  in  interpretation  of  results. 

In  some  instances  the  maintenance  of  adequate  virological 
facilities  requires  the  addition  of  equipment  such  as  laminar  flow 
hoods;  in  others,  the  erection  of  partitions;  in  still  others,  the 
addition  or  renovation  of  new  rooms. 

The  Commission  RECOMMENDS  that  funds  for  these  purposes  be 
provided  in  the  following  amounts:  FY  1975  -  $200,000;  FY  1976  - 
$150,000;  FY  1977  -  $150,000. 


ACTION  TAKEN 

Where  there  is  a  need  for  improvement  of  safety  standards, 
funds  are  approved  for  renovations,  or  purchase  of  special 
equipment  (e.g.,  biohazard  laminar  flow  hoods)  during  the 
normal  review  of  an  application. 
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RECOMMENDATION  #8  (p.  179) 

There  have  not  as  yet  been  performed  adequate  biochemical 
studies  of  the  body  fluids,  and  in  particular  of  the  cerebrospinal 
fluid,  directed  to  the  development  of  diagnostic  tests  for  multiple 
sclerosis  or  an  indication  of  the  stage  of  the  disease  process. 

The  Commission  RECOMMENDS  that  such  research  be  encouraged 
through  provision  of  additional  funds  for  these  purposes  amounting 
to:  FY  1975  -  $150,000;  FY  1976  -  $250,000;  FY  1977  -  $250,000. 


ACTION  TAKEN 

Intensive  efforts  are  being  supported  to  study  the 
biochemistry  of  body  fluids  and  to  develop  diagnostic  tests 
useful  in  assessing  the  stage  of  activity  of  M.S.  These 
include  studies  of  myelin  basic  protein  and  its  fragments  in 
the  CSF  and  serum,  immunoglobulin  production  and  levels 
in  the  CSF  and  alterations  in  T  lymphocytes  in  the  serum. 
Moreover,  the  NINCDS  in  conjunction  with  the  National 
Multiple  Sclerosis  Society  held  a  workshop  on  the  mechanisms 
of  aggregation  phenomena  in  proposed  diagnostic  tests  in 
multiple  sclerosis,  September  28-30,  1980.  (See 
Recommendation  #12.)  A  recent  study  made  in  the  IP  revealed 
that  the  earliest  biochemical  change  is  in  the  myelin- 
associated  glycoprotein  (MAG).  This  observation  is  under 
intense,  collaborative  study  in  the  IP.  The  Institute's  recent 
expenditures  for  the  extramural  research  identified  in  this 
recommendation  are:  FY  1978  -  $194,000;  FY  1979  - 
$415,000;  FY  1980  -  $760,000. 
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RECOMMENDATION  #9  (p.  179) 

Two  recent  technological  developments,  i.e.,  the  EMI  Brain 
Scanner  and  Proton  Beam  Radiography  (PBR),  suggest  the 
possibility  of  visualizing  early  plaque  formation  in  subjects  before 
a  definitive  diagnosis  of  multiple  sclerosis  can  be  made  from 
clinical  signs  and  symptoms. 

The  Commission  RECOMMENDS  that  studies  be  undertaken  to 
determine  the  usefulness  of  these  instruments  in  detecting  early 
plaque  formation,  as  a  possible  diagnostic  test  for  multiple 
sclerosis,  and  that  additional  funds  be  appropriated  for  this 
purpose  in  the  following  amounts:  FY  1975  -  $100,000;  FY  1976  - 
not  specified;  FY  1977-  $50,000. 


ACTION  TAKEN 

Computerized  tomography,  as  the  EMI  Brain  Scanner  is  now 
called  has  been  established  as  an  ancillary  tool  for  the 
confirmation  of  MS  in  some  cases.  The  usefulness  of  this 
technique  has  been  less  than  anticipated.  The  recommendation 
in  regard  to  PBR,  was  followed  but  the  technique  has  been 
displaced  by  newly  emerging  promising  technology,  known  as 
positron  emission  tomography  (PET). 
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RECOMMENDATION  #10  (p.  180) 

The  Commission  endorses  the  view  of  several  of  the  Working 
Groups  that  the  time  has  come  to  support  a  collaborative  effort  by 
a  small  group  of  appropriate  scientists  —including  medicinal 
chemists,  pharmacologists,  immunologists,  experimental  pathol- 
ogists and  neurologists  knowledgeable  about  multiple  sclerosis 
—directed  to  the  development  of  effective  immuno-suppressive  and 
anti-inflammatory  drugs  for  multiple  sclerosis  that  produce  their 
effects  within  the  central  nervous  system. 

The  Commission  RECOMMENDS  that  such  a  collaborative  effort 
be  encouraged  through  appropriating  additional  funds  for  this 
purpose  in  the  following  amounts:  FY  1975  -  $150,000;  FY  1976  - 
$250,000;  FY  1977  -  $350,000. 


ACTION  TAKEN 

NINCDS  in  1975,  and  Albert  Einstein  College  of  Medicine 
in  1979,  each  held  workshops  on  this  subject.  NMSS  published 
"The  Design  of  Clinical  Studies  to  Assess  Therapeutic 
Efficacy  in  Multiple  Sclerosis"  (Neurology  29(2),  3-23,  1979) 
and  supported  Dr.  Salk's  clinical  studies  involving  treatment 
of  12  MS  patients  with  a  basic  protein. 

Some  feasibility,  and  pilot  studies,  and  clinical  trials 
have  been  funded  by  NINCDS.  Further,  a  large  amount  of 
data  is  being  generated  by  European  scientists  experi- 
menting with  new  drugs  and  treatment  modalities.  This 
data  continuously  is  critically  evaluated  by  the  U.S. 
scientific  community.  The  search  for  new  drugs  in 
treatment  of  MS  is  active,  involves  the  international 
scientific  community,  and  is  continuing.  It  is  conducted 
in  a  logical,  planned,  and  orderly  fashion.  The  Principal 
Investigators,  (P.I.),  Institutional  Review  Boards  (IRB), 
Clinical  Trials  Safety  Monitoring  Committee,  NDP  Advisory 
Committee,  scientific  community  at  large,  and  NDP  staff 
administering  scientific  programs,  represent  an  effective 
scientific  caucus  in  monitoring,  and  overseeing  this 
activity.  NINCDS  is  working  with  NMSS  to  find  ways  to 
encourage  new  drug  development  and  testing.  A  separate 
NINCDS  committee  is  not  needed  at  this  time.  (See 
Recommendation  #11.) 
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RECOMMENDATION  #11  (p.  180) 

The  Commission  shares  the  view  that  the  time  has  come  to  initiate 
pilot  studies  of  the  efficacy  in  multiple  sclerosis  of  various 
therapeutic  regimens. 

The  Commission  RECOMMENDS  additional  funding  for  these 
studies  in  the  following  amounts:  FY  1975  -  $150,000;  FY  1976  - 
$250,000;  FY  1977  -  $368,500. 


ACTION  TAKEN 

The  NINCDS  has  and  will  continue  to  actively  support 
scientifically  sound  pilot  studies.  As  more  is  learned 
about  MS,  increasingly  promising  therapeutic  regimens  will 
emerge.  Other  agencies  here  and  abroad  are  supporting  pilot 
and  double  blind  studies  of  proposed  therapeutic  agents. 
NINCDS  is  also  working  with  the  NMSS  to  identify  addi- 
tional drugs  and  mechanisms  for  performing  pilot  studies  of 
promising  regimens.  (See  recommendation  #10.)  The 
Institute's  recent  expenditures  for  the  research  identified  in 
this  recommendation  are:  FY  1978  -  $76,000;  FY  1979  - 
$119,000;  FY  1980  -  $26,000. 
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RECOMMENDATION  #12  (p.  180) 

One  of  the  most  frequent  findings  in  multiple  sclerosis  is  an 
elevated  level  of  gamma  globulin  in  the  cerebrospinal  fluid. 
Differences  in  antibody  content  of  the  cerebrospinal  fluids  of 
patients  with  multiple  sclerosis  and  normal  subjects  need  to  be 
determined  because  such  knowledge  may  reveal  the  causative 
agents  in  this  disease. 

The  Commission  RECOMMENDS  that  this  research  be  encouraged 
through  the  provision  of  additional  funds  for  this  purpose  in  the 
following  amounts:  FY  1975  -  $100,000;  FY  1976  -  $200,000;  FY 
1977  -  $250,000. 


ACTION  TAKEN 

Intensive  studies  of  CSF  gamma  globulin  are  supported  by 
NINCDS  and  other  agencies.  It  is  hoped  that  a  dissection  of 
the  various  antibodies  encountered  in  the  CSF  will  provide 
leads  to  the  causal  agent  or  agents  in  MS.  The  NINCDS  IP  is 
very  actively  committed  to  this  study  and  collaborates  with  a 
number  of  institutions  in  such  studies.  The  NINCDS  scientists 
recently  developed  a  miniaturized  technique  which  requires  a 
lesser  amount  of  CSF  for  these  determinations.  The  Instituted 
recent  expenditures  for  the  extramural  research  identified  in 
this  recommendation  are:  FY  1978  -  $395,000;  FY  1979  - 
$419,000;  FY  1980  -  $592,000. 
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RECOMMENDATION  #13  (p.  181) 

Because  of  the  evidence  suggesting  that  the  multiple  sclerosis 
process  may  begin  at  or  before  puberty,  even  though  signs  of  the 
clinical  disease  may  not  be  evident  for  many  years  thereafter,  the 
Commission  believes  that  the  time  has  come  to  direct  more 
attention  to  the  covert  beginnings  of  the  disease. 

The  specific  suggestion  is  that  a  significant  number  of  intelligent, 
young  patients  with  very  early  multiple  sclerosis  and  patients  with 
possible  multiple  sclerosis  and  with  idiopathic  optic  neuritis  —  be 
interviewed  extensively  by  a  trained  epidemiologist,  in  collab- 
oration with  a  perceptive  sociologist,  to  elicit  the  nature  of  the 
ecology  and  the  specific  events  in  their  childhood  that  might  be 
related  to  their  development  of  multiple  sclerosis. 

The  Commission  RECOMMENDS  that  this  study  be  encouraged 
through  appropriation  of  additional  funds  for  this  purpose  in  the 
foUowing  amounts:  FY  1975  -  $25,000;  FY  1976  -  $100,000;  FY 
1977  -  $200,000. 


ACTION  TAKEN 

NINCDS  contracts  totaling  $624,918  supported  an  intensive 
epidemiological  study  in  the  Orkney  and  Shetland  Islands  from 
1976  to  1979.  A  comprehensive  prospective  study  of  optic 
neuritis  patients  remains  to  be  done.  The  MS  centers  sup- 
ported by  NINCDS  and  others  continue  to  search  for  the  covert 
beginnings  of  MS.  This  is  especially  emphasized  in  some  of  the 
epidemiological  studies.  The  Institute's  recent  expenditures 
for  the  research  identified  in  this  recommendation  are:  FY 
1978  -  $428,000;  FY  1979  -  $430,000;  FY  1980  -  $595,000. 
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RECOMMENDATION  #14  (p.  181) 

The  Commission  notes  with  some  concern  that  very  little  effort  is 
being  expended  on  research  directed  to  prevention  of  the 
complications  and  amelioration  of  the  painful,  disabling  and 
crippling  after-effects  of  multiple  sclerosis. 

To  stimulate  meaningful  research  directed  to  these  ends,  including 
core  support  for  one  treatment  center,  the  Commission 
RECOMMENDS  the  appropriation  of  additional  funds  in  the 
following  amounts:  FY  1975  -  $225,000;  FY  1976  -  $400,000;  FY 
1977  -  $500,000. 


ACTION  TAKEN 

All  8  Program  Projects  are  active  Comprehensive  MS 
Centers  with  a  clinical  component.  The  thrust  of  the 
clinical  component  varies  from  center  to  center.  One 
center  currently  is  actively  evaluating  methods  of 
treatment. 

A  program  at  Albert  Einstein  College  of  Medicine 
particularly  addresses  the  subject  of  complications  and 
minimizing  the  disabling,  crippling  and  painful  effects  of 
MS.  This  program  has  been  supported  in  the  past  by  the 
NMSS  and  Rehabilitation  Services  Administration  (RSA),  and 
recently  has  been  approved  for  additional  funding  by  the 
National  Institute  for  Handicapped  Research  (NIHR).  These 
funds  are  specifically  designated  for  research  in  the  psycho- 
social aspects  of  MS  (NMSS)  and  for  a  demonstration  project  in 
vocational  rehabilitation  (RSA  and  NIHR).  The  latter  is 
designed  to  study  factors  which  enable  MS  patients  to  be 
rehabilitated.  No  funds  are  included  in  any  of  these  grants 
for  direct  services. 
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RECOMMENDATION  #15  (p.  182) 

The  Commission  agrees  with  the  view  of  the  Working  Group  on 
Pharmacology  that  research  needs  to  be  undertaken  that  is 
directed  to  the  development  of  drugs  to  correct  whatever 
abnormalities  may  exist  in  multiple  sclerosis  relative  to 
neurotransmitter  deficits  or  abnormal  conduction  in  neurones. 

Basic  neurophysiology  research  over  many  years  has  yielded  a 
wealth  of  knowledge  about  the  function  of  normal  myelinated  and 
unmyelinated  axones  and  the  nature  and  role  of  neural  transmitters 
in  the  transmission  of  impulses  across  the  synapse.  Similar 
information  is  needed  on  demyelinated  axones  and  on  synapses  as 
they  may  be  altered  by  the  multiple  sclerosis  process. 

The  Commission  RECOMMENDS  that  such  studies  be  encouraged 
through  the  allocation  of  additional  funds  for  these  purposes  in  the 
foUowing  amounts:  FY  1975  -  $100,000;  FY  1976  -  $150,000;  FY 
1977  -  $200,000. 


ACTION  TAKEN 

Substantial  NINCDS  funds  are  spent  on  synaptic  research, 
and  development  and  testing  of  synaptic  drugs.  The  basic 
biochemical  and  physiological  studies  of  membranes  and 
neuronal  transmissions  are  laying  groundwork  for  new  drug 
development.  More  fundamental  information  is  needed 
before  appropriate  drugs  can  be  studied.  There  are, 
nevertheless,  a  few  laboratories  in  England  and  in  the  U.S. 
which  are  addressing  this  recommendation  directly.  One 
pilot  study,  recently  undertaken  abroad,  was  unsuccessful. 
More  studies  are  in  planning  stages. 
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RECOMMENDATION  #16  (p.  182) 

The  Commission  believes  there  is  an  urgent  need  to  determine  in 
multiple  sclerosis  the  nature  and  role  of  cell-mediated  immunity  to 
both  viral  and  central  nervous  tissue  antigens.  It  further  believes 
that  such  studies  should  be  cooperatively  planned  and  monitored 
and  performed  on  well-studied  patients  who  are  enrolled  in  the  five 
clinical  centers  proposed 

The  Commission  RECOMMENDS  that  such  research  be  encouraged 
under  the  conditions  specified  through  appropriating  additional 
funds  for  this  purpose  in  the  following  amounts:  FY  1975  - 
$20,000;  FY  1976  -  $180,000;  FY  1977  -  $180,000. 


ACTION  TAKEN 

The  research  on  this  subject  is  making  good  progress. 
Collaboration  and  cooperation  among  the  centers  is  frequent. 
The  NINCDS  intramural  program  is  actively  involved  in  this 
research  as  welL  NINCDS  and  the  NMSS,  through  workshops, 
are  encouraging  stronger  ties  between  research  laboratories 
and  investigators.  The  Institute's  recent  expenditures  for  the 
extramural  research  identified  in  this  recommendation  are: 
FY  1978  -  $370,000;  FY  1979  -  $453,000;  FY  1980  -  $673,000. 


854 


RECOMMENDATION  #17  (p.  182) 

Preliminary  studies  have  provided  suggestive  evidence  of  an 
association  between  multiple  sclerosis  and  patterns  of  histo- 
compatibility antigens.  Further  preliminary  studies  have  suggested 
that  as  many  as  70  percent  of  multiple  sclerosis  patients  appear  to 
share  at  least  one  genetic  determinant  in  the  major  histocompati- 
bility region. 

These  studies  suggest  one  possible  means  of  determining 
susceptibility  to  multiple  sclerosis  and,  if  true,  the  possibility  of 
developing  immune  stimulatory  therapy  through  use  of  transfer 
factor. 

Despite  its  being  in  a  very  preliminary  stage  at  present,  the 
Commission  perceives  this  field  of  research  as  having  great 
promise.  Therefore,  the  Commission  RECOMMENDS  that  addi- 
tional funding  be  provided  in  the  following  amounts:  FY  1975  - 
$50,000;  FY  1976  -  $100,000;  FY  1977  -  $150,000. 


ACTION  TAKEN 

Intensive  studies  continue  to  be  supported  by  NINCDS  in 
the  extramural  and  intramural  programs,  some  of  which  are 
collaborative.  Studies  of  HLA  patterns  are  continuing  and 
their  significance  is  being  assessed.  Immunosuppression 
therapy  and  other  therapeutic  studies  with  transfer  factor  are 
underway  in  various  parts  of  the  world.  NINCDS  recently 
funded  a  proposed  study  utilizing  immunosuppression.  The 
NMSS  is  supporting  a  study  of  Interferon  in  two  centers. 
The  Institute's  recent  expenditures  for  the  extramural 
research  identified  in  this  recommendation  are:  FY  1978  - 
$172,000;  FY  1979  -  $189,000;  FY  1980  -  $216,000. 
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RECOMMENDATION  #18  (p.  183) 

It  has  long  been  suspected  that  a  number  of  factors  (such  as 
physical  and  emotional  stress,  viral  infections,  etc.)  may  induce 
exacerbations,  or  periods  of  worsening  of  the  disease,  in  patients 
with  multiple  sclerosis.  Inasmuch  as  prevention  of  exacerbations 
should  arrest  or  at  least  materially  slow  progression  of  disability, 
there  is  an  urgent  need  to  determine  the  nature  of  those  factors 
that  may  be  causally  related  to  exacerbations. 

There  is  also  a  need  to  elucidate  those  initial  changes  that  are 
predictive  of  the  development  of  typical  multiple  sclerosis  some 
years  hence.  For  example,  what  are  the  characteristic  features  of 
those  patients  with  idiopathic  optic  neuritis  who  do  —  and  of  those 
who  do  not  —  ultimately  progress  to  multiple  sclerosis? 

These  investigations,  each  having  obvious  therapeutic  implications, 
can  best  be  done  in  collaboration  with  the  two  existing,  and  the 
three  additional  clinical  centers  for  research  on  multiple  sclerosis 
recommended  elsewhere  in  this  report. 

The  Commission  RECOMMENDS  that  these  epidemiological  and 
associated  laboratory  studies  be  encouraged  through  provision  of 
additional  funding  for  these  purposes  in  the  following  amounts:  FY 
1975  -  $100,000;  FY  1976  -  $250,000;  FY  1977  -  $250,000. 


ACTION  TAKEN 

Studies  of  factors  inducing  exacerbations  in  MS  patients 
(such  as  emotional  stress,  infections)  require  large  patient 
populations  and  substantial  resources.  Therefore,  most  of 
the  MS  patient  work  is  done  at  the  MS  Centers.  No  formal 
collaboration  between  centers  has  been  established. 
Mechanisms  for  developing  such  collaboration  are  being 
considered  by  NINCDS.  A  comprehensive  prospective  study 
with  a  population (s)  of  optic  neuritis  patients  remains  to  be 
done.  The  Instituted  recent  expenditures  for  the  extramural 
research  identified  in  this  recommendation  are:  FY  1978  - 
$429,000;  FY  1979  -  $543,000;  FY  1980  -  $714,000. 


78-363  0-81-54 
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RECOMMENDATION  #19  (p.  183) 

There  is  the  possibility  that  mutations  may  occur  in  some  cells  of 
the  nervous  system  of  some  persons,  possibly  as  a  result  of  some 
insult  (viral  infection?)  in  early  life,  that  results  in  increased 
susceptibility  to  these  unidentified  factors  causing  multiple 
sclerosis. 

This  possibility  could  be  settled  by  comparative  karyotypic  and 
isozyme  pattern  analyses  of  the  cells  of  multiple  sclerosis  patients 
and  normal  subjects. 

The  Commission  RECOMMENDS  that  additional  funds  for  this 
purpose  be  provided  in  the  following  amounts:  FY  1975  -  $50,000; 
FY  1976  -  $50,000;  FY  1977  -  $50,000. 


ACTION  TAKEN 

This  recommendation  is  difficult  to  implement  as  pro- 
posed. NINCDS  will  consider  grant  proposals  designed  to 
implement  this  recommendation.  The  advisability  of  an 
NINCDS  initiative  is  being  considered  by  the  staff. 
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RECOMMENDATION  #20  (p.  184) 

It  is  clearly  apparent  that  two  different  cells  in  the  body  are 
involved  in  the  multiple  sclerosis  process.  One  of  these,  the 
oligodendrocyte,  forms  the  myelin  coat  surrounding  the  nerve 
fibers  in  the  brain  and  spinal  cord  —  which  myelin  is  destroyed  in 
multiple  sclerosis.  The  other  cell,  the  lymphocyte,  is  involved  in 
the  production  of  antibodies  and  in  the  destruction  of  myelin  under 
certain  conditions  of  sensitization.  If  these  cells  could  be  grown  in 
the  test  tube,  their  role  in  the  multiple  sclerosis  process  could  be 
determined  more  exactly;  and,  if  this  objective  could  be  attained, 
the  likelihood  of  finding  chemical  or  other  agents  to  halt  the 
progress  of  multiple  sclerosis  would  be  materially  enhanced. 

The  Commission  RECOMMENDS  an  energetic  effort  to  grow  each 
of  these  cells  in  tissue  culture.  The  additional  funds  needed  for 
this  purpose  have  been  determined  to  be:  FY  1975  -  $148,000;  FY 
1976  -  $148,000;  FY  1977  -  $148,000. 


ACTION  TAKEN 

Tissue  cultures  are  actively  studied  both  extramurally  and 
intramurally.  These  have  evolved  into  studies  of  the  effects 
of  lymphocytes  of  MS  patients  on  oligodendroglial  cultures, 
intramurally.  A  very  recent  development  in  tissue  culture 
technique  allows  for  observations  of  the  interaction  between 
oligodendroglia,  neurons  and  Schwann  cells  and,  eventually, 
will  permit  manipulation  of  this  system.  The  Institute's 
recent  expenditures  for  the  extramural  research  are:  FY  1978 
-  $330,000;  FY  1979  -  $322,000;  FY  1980  -  $738,000. 
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RECOMMENDATION  #21  (p.  184) 

The  successful  growth  in  test  tubes  of  cell  lines  of  lymphocytes  and 
oligodendrocytes  requires  collaborative  studies  with  biochemists  to 
elucidate  chemical  markers  unique  to  these  cells  so  they  can  be 
positively  identified  when  they  are  growing  in  culture. 

The  Commission  RECOMMENDS  that  such  studies  be  encouraged 
through  providing  additional  funds  for  this  purpose  in  the  following 
amounts:  FY  1975  -  None;  FY  1976  -  $50,000;  FY  1977  -  $75,000. 


ACTION  TAKEN 

See  Recommendation  #20.  Much  of  the  current  interest  in  cell 
markers  is  immunological.  During  the  past  year  markers  for 
human  lymphocytes  have  been  developed  and  are  being  used  in 
many  centers.  Immunological  markers  for  oligondendroglia  are 
also  being  developed  here  and  abroad.The  Institute's  recent 
expenditures  for  the  extramural  research  identified  in  this 
recommendation  are:  FY  1978  -  $$240,000;  FY  1979  - 
$235,000;  FY  1980  -  508,000. 
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RECOMMENDATION  #22  (p.  185) 

Epidemiological  studies  have  suggested  both  an  involvement  of 
viruses  in  the  causation  of  multiple  sclerosis  and  that  such  agents 
may  persist  in  the  body  for  many  years  before  inducing  signs  and 
symptoms  of  the  disease.  The  viruses  implicated  to  date  fall  into 
the  class  of  paramyxoviruses.  Therefore,  a  need  exists  to 
determine  the  nature  of  the  mechanisms  by  which  such  viruses 
persist  in  tissues  for  long  periods  of  time  without  causing  apparent 
signs  of  disease. 


ACTION  TAKEN 

There  is  a  great  deal  of  work  in  many  centers  dealing  with 
mechanisms  of  viral  persistence.  A  workshop  was  held,  June 
1980  under  the  auspices  of  the  NMSS  with  partial  support 
from  the  Fogarty  International  Center  to  consider  the 
various  mechanisms  of  viral  persistence  uncovered  as  of 
that  date.  Active  intramural  work  involves  study  of 
mechanisms  of  persistence  of  measles,  herpes,  chicken  pox 
and  cytomegaloviruses  using  monkeys  and  other  animals. 
The  Institute's  recent  expenditures  for  the  extramural 
research  identified  in  this  recommendation  are:  FY  1978  - 
$179,000;  FY  1979  -  $183,000;  FY  1980  -  $231,000. 
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RECOMMENDATION  #23  (p.  185) 

Living  cultures  of  nervous  tissue  provide  suitable  models  for  step- 
by-  step  studies  of  demyelination,  remyelination  and  of  the 
corresponding  changes  in  the  biochemistry  of  membranes.  This 
model  has  been  largely  ignored  by  biochemists  because  of  inherent 
difficulties  in  growing  such  tissue  in  bulk  quantities. 

Because  of  the  unique  opportunities  for  producing  meaningful 
knowledge  through  use  of  this  model,  the  Commission 
RECOMMENDS  that  appropriate  collaboration  of  biochemists  and 
tissue  culturists  be  encouraged  through  provision  of  additional 
funds  for  such  studies  in  the  following  amounts:  FY  1975  - 
$150,000;  FY  1976  -  $300,000;  FY  1977  -  $300,000. 


ACTION  TAKEN 

Collaborative  studies  utilizing  monolayer  cultures  of  CNS 
tissue  are  continuing  in  a  number  of  laboratories  and  involve 
scientists  experienced  in  tissue  culture,  electron  microscopy 
and  neurochemistry.  The  Institute's  recent  expenditures  for 
the  extramural  research  identified  in  this  recommendation 
are:  FY  1978  -  $319,000;  FY  1979  -  $372,000;  FY  1980  - 
$507,000. 
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RECOMMENDATION  #24  (p.  185) 

The  Commission  concurs  in  the  view  of  the  Working  Group  on 
Immunology  that  there  is  an  urgent  need  to  extend,  and  to  bring  to 
a  logical  conclusion,  the  earlier  reports  that  the  blood  sera  of 
patients  with  multiple  sclerosis  may:  1)  cause  demyelination  of 
nervous  tissue  growing  in  the  test  tube,  2)  prevent  myelination  of 
such  cultures  of  nervous  tissue,  and  3)  block  the  transmission  of 
nerve  impulses  across  synapses  in  such  cultures. 

Further  research  is  needed  to  answer  the  following  questions: 

1)  Are  these  findings  related  to  cause  or  effect  of  the  disease? 

2)  Are  these  findings  due  to  specific  antibodies  and,  if  so,  what 
antigens  induce  their  formation?  3)  Are  any  of  these  effects 
mediated  by  lymphocytes? 

The  Commission  RECOMMENDS  that  the  requisite  research  be  en- 
couraged through  appropriating  additional  funds  for  these 
purposes  in  the  foUowing  amounts:  FY  1975  -  $125,000;  FY  1976  - 
$250,000;  FY  1977  -  $250,000. 


ACTION  TAKEN 

Work  directed  towards  characterization  of  inhibitory  and 
blocking  factors  continues  in  some  institutions  but  at  a 
lessened  pace  due  to  lack  of  confirmatory  evidence  for  the 
activity  of  some  of  these  "factors".  The  NINCDS  intramural 
program  has  actively  studied  some  of  these  "factors",  also. 

The  Institute's  recent  expenditures  for  the  extramural  research 
identified  in  this  recommendation  are:  FY  1978  -  $130,000; 
FY  1979  -  $178,000;  FY  1980  -  $184,000. 
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RECOMMENDATION  #25  (p.  186) 

The  Commission  perceives  a  real  need  to  develop  some  laboratory 
indicator,  or  battery  of  indicators,  to  permit  objective  monitoring 
of  the  stage  of  the  multiple  sclerosis  process.  Such  evaluations  at 
present  are  entirely  dependent  upon  a  physician's  appraisal  of  the 
clinical  status  of  the  patient.  Such  assessments  are  both  too  crude 
and  too  subjective  to  serve  as  meaninful  indicators  for  productive 
research. 

The  Commission  RECOMMENDS  that:  1)  NINCDS  invite  appro- 
priate groups  of  neurologists,  immunologists,  virologists, 
experimental  pathologists,  pharmacologists,  biochemists,  etc.  to 
undertake  consideration  of  the  possibilities  existent  for  attaining 
this  end,  and  2)  additional  funds  be  appropriated  in  the  following 
amounts  to  defray  the  cost  of  this  study:  FY  1975  -  $10,000;  FY 
1976  -  $20,000. 


ACTION  TAKEN 

NINCDS  held  three  workshops,  two  in  1975  and  one  in 
September,  1980.  The  workshop  on  proposed  diagnostic 
tests  September  28-30,  1980,  also  considered  utilizing  in 
vitro  cell  aggregation  techniques  for  this  purpose.  Moreover 
a  number  of  centers  supported  by  NINCDS  and  by  the  NMSS 
are  studying  the  possibilities  of  using  myelin  basic  protein 
(and  its  fragments)  and  T  suppressor  cells  as  monitoring 
indicators. 
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RECOMMENDATION  #26  (p.  186) 

The  prevalence  of  multiple  sclerosis  in  the  Shetland  and  Orkney 
Islands  is  from  2.5  to  3  times  as  great  as  that  in  any  other  part  of 
the  world.  Herein  lies  a  unique  opportunity  to  test  the  various 
theories  relating  to  the  causation  of  the  disease.  The  opportunity 
for  a  meaningful  study  will  not  long  exist  as  life  on  these  islands  is 
changing  rapidly  as  a  consequence  of  the  discovery  of  oil  and  gas  in 
the  North  Sea. 

The  Commission  RECOMMENDS  that  this  study  be  encouraged 
through  an  appropriation  of  additional  funds  in  the  following 
amounts  for  this  purpose:  FY  1975  -  $125,000;  FY  1976  - 
$100,000;  FY  1977  -  $20,000 


ACTION  TAKEN 

NINCDS  contracts  totaling  $624,918  supported  an  intensive 
study  in  the  Orkney  and  Shetland  Islands  from  1976  to  1979. 
The  results  of  these  studies  are  currently  being  prepared  for 
publication  in  the  scientific  literature. 
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RECOMMENDATION  #27  (p.  187) 

Possibly  two  additional  studies  of  the  prevalence  of  multiple 
sclerosis  are  needed  to  reasonably  establish  the  role  of  latitude  as 
a  determinant  of  the  frequency  of  this  disease.  If  one  of  these 
studies  could  be  carried  out  in  the  U.S.S.R.,  it  is  possible  that  much 
additional  information  could  be  obtained.  (A  recommendation  has 
been  made  through  the  Office  of  International  Health  of  DHEW  to 
include  such  a  study  among  those  being  performed  collaboratively 
by  U.S.S.R.  and  U.S.  scientists.) 


ACTION  TAKEN 

At  the  very  beginning  the  National  Multiple  Sclerosis 
Society  took  the  lead  in  the  implementation  of  this 
recommendation.  Due  to  the  lack  of  appropriate  response 
by  USSR,  however,  this  study  could  not  be  implemented. 

A  study  in  Chile,  of  the  relationship  of  latitude  to  MS 
prevalence,  was  disapproved  by  a  review  committee  several 
years  ago.  The  results  of  a  national  survey  of  MS  undertaken  by 
NINCDS  between  1977  and  1980  for  $1.1  million  is  currently 
being  analyzed.  The  preliminary  data  have  confirmed  the  rela- 
tionship of  latitude  to  MS  prevalence  in  the  United  States. 
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RECOMMENDATION  #28  (p.  187) 

Clusters  of  multiple  sclerosis  cases  within  the  United  States  are 
being  reported  with  increasing  frequency.  Whereas  such  clustering 
of  cases  may  be  due  to  chance  alone,  it  is  also  possible  that  they 
are  the  result  of  a  set  of  circumstances  which  —  if  revealed  — 
would  provide  new  insights  into  the  cause  of  this  disease. 

The  Commission  RECOMMENDS  that  one  or  more  of  these  clusters 
be  investigated  annually  during  the  next  three  years,  and  that 
additional  funds  for  this  purpose  be  appropriated  in  the  following 
amounts:  FY  1975  -  $25,000;  FY  1976  -  $25,000;  FY  1977  - 
$25,000. 


ACTION  TAKEN 

A  number  of  reports  of  clustering  of  MS  cases  have  surfaced 
over  the  years.  These,  upon  closer  examination  have  proven 
to  be  no  more  than  rumor  and  not  based  in  fact.  Therefore 
more  indepth  studies  were  not  indicated.  Although  not  targeted 
to  this  suggestion,  a  national  study  of  the  incidence,  preva- 
lence and  costs  of  multiple  sclerosis  was  done  and  the  results 
are  being  analyzed.  Collaborative  studies  of  twins  and  families 
with  multiple  sclerosis,  initiated  and  conducted  by  the  IP  are 
in  progress. 
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RECOMMENDATION  #29  (p.  187) 

Large  sums  of  money  have  been  expended  over  the  last  decade  to 
support  research  on  an  experimentally  induced  disease  in  animals 
called  Experimental  Allergic  Encephalomyelitis  (EAE).  A  concern 
of  the  Commission  is  the  suitability  —  as  a  model  for  investigations 
on  multiple  sclerosis  —  of  continuing  research  on  this 
experimentally  induced  disease  of  animals. 

The  Commission  RECOMMENDS  support  of  a  suitable  group  of 
scholars  to  be  charged  with  defining  the  nature  of  such  incom- 
pleted research  on  EAE  as  would  appear  to  be  relevant  to  multiple 
sclerosis.  Additional  funds  should  be  appropriated  for  support  of 
this  study  group  in  the  following  amounts:  FY  1975  -  $15,000;  FY 
1976  -  $20,000;  FY  1977  -  None. 


ACTION  TAKEN 

Many  investigators  are  involved  in  EAE  research.  An 
assessment  of  the  suitability  of  EAE,  as  a  model,  is  done 
continuously  in  workshops  organized  in  the  past  by  NMSS,  in 
the  NMSS  grant  award  process,  and  is  done  as  well  by  NIH 
Study  Sections  and  program  staff.  Recent  developments 
resulting  in  the  chronic  relapsing  EAE  model  for  MS,  indicate 
the  importance  of  continuing  investigations  of  EAE.  Moreover, 
a  correlative  study  of  EAE  and  CSF  changes,  and  the  develop- 
ment of  a  new  mouse  model  for  chronic  relapsing  EAE  high- 
light recent  efforts  in  the  intramural  program.  The  Institute's 
recent  expenditures  for  the  extramural  research  identified  in 
this  recommendation  are:  FY  1978  -  $416,000;  FY  1979  - 
$319,000;  FY  1980  -  $687,000. 
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B.  Organization  and  Management 


RECOMMENDATION  B-a  (p.  188) 

The  Commission  RECOMMENDS  that  the  Director,  NINCDS,  dele- 
gate to  one  member  of  his  staff  administrative  responsibility  for 
all  research  and  development  relevant  to  multiple  sclerosis  that  is 
funded  by  NINCDS,  whether  conducted  in-house  or  through 
extramural  grants  or  contracts. 


ACTION  TAKEN 

An  intramural  scientist  was  designated  as  the  "focal  point"  for 
MS  research  in  February,  1974.  A  staff  scientist  was  appointed 
in  the  extramural  program  to  fulfill  this  responsibility  as  of 
July  1,  1979.  He  maintains  a  liaison  with  intramural 
scientists  and  serves  with  a  Health  Scientist  Administrator 
as  the  focal  point  for  extramural  research. 
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RECOMMENDATION  B-b  (p.  188) 

The  Commission  RECOMMENDS  that  there  be  established  a  Multi- 
disciplinary  Study  Section  on  Multiple  Sclerosis  to:  1)  evaluate  (for 
Council  or  the  Director,  NINCDS,  whichever  is  appropriate)  all 
proposed  research  or  development  of  relevance  to  multiple 
sclerosis,  whether  to  be  conducted  in-house  or  through  extramural 
grants  or  contracts;  2)  working  with  its  Executive  Secretary, 
maintain  an  updated  account  of  the  status  of  research  on  multiple 
sclerosis,  including  a  statement  of  the  research  accomplished 
during  the  preceding  twelve  months;  and  3)  also  working  with  its 
Executive  Secretary,  maintain  a  rolling  three-year  plan  for 
research,  including  a  realistic  estimate  of  funds  required  during  the 
next  fiscal  year. 


ACTION  TAKEN 

Four  NIH  study  sections  and  an  NINCDS  review  committee 
provide  broad  scientific  expertise  in  reviewing  MS  proposals. 
In  effect,  this  combination  offers  an  ideal  mix,  free  from  bias, 
and  highly  responsive  to  innovative  proposals  from  established 
and  from  young  or  not-yet-established  investigators.  The 
NINCDS,  working  with  appropriate  advisors,  is  developing  an 
agenda  for  future  initiatives  in  MS  resarch. 
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RECOMMENDATION  B-c  (p.  188) 

It  has  been  repeatedly  affirmed  throughout  the  work  of  the 
Commission  that  one  of  the  greatest  unmet  needs  in  multiple 
sclerosis  is  a  suitable  mechanism  to  encourage  interdisciplinary 
planning  and  pursuit  of  research  directed  to  obtaining  definitive 
answers  to  important  and  relevant  questions.  Needing  to  be 
brought  together  are  the  knowledge  and  skills  of  clinicians 
interested  in  and  knowledgeable  about  multiple  sclerosis, 
immunologists,  virologists,  pharmacologists,  experimental 
pathologists,  etc.  The  variety  of  skills  needed  will  depend  upon  the 
nature  of  the  questions  about  which  the  group  is  concerned. 

It  might  be  possible  on  occasion  to  organize  such  a  group  within 
one  institution,  but  more  often  representatives  of  several 
geographically  separated  institutions  will  be  required  to  develop  a 
cohesive  and  productive  group  of  workers. 

The  Commission  RECOMMENDS:  1)  there  be  launched  a 
Coordinated-Collaborative-Cooperative  Attack  on  Multiple 
Sclerosis,  and  2)  that  as  much  as  $2,500,000  of  the  additional 
funds  made  available  for  Fiscal  Year  1975  be  reserved  to  support 
the  approved  research  so  initiated. 

The  Commission  further  RECOMMENDS  that  research  on  multiple 
sclerosis  continue  to  be  funded  in  the  future  as  it  has  in  the  past  by 
both  NINDS,  representing  the  public  sector,  and  NMSS,  repre- 
senting the  private  sector.  A  continuation  of  the  present 
relative  levels  of  support  by  these  two  agencies  would  result  in 
NINDS  providing  $1,605,000,  and  NMSS  awarding  $895,000,  to  fund 
the  approved  research  growing  out  of  the  Coordinated- 
Collaborative-Cooperative  Attack  on  Multiple  Sclerosis. 

The  Commission  believes  that  launching  a  Coordinated- 
Collaborative-Cooperative  Attack  on  Multiple  Sclerosis,  together 
with  continuation  of  adequate  support  for  individual  investigator- 
designed  research  of  specific  relevance  to  multiple  sclerosis  and 
for  basic  (fundamental  or  undirected)  biomedical  research  in  the 
neurological  sciences  will  result,  for  the  first  time,  in  bringing  into 
being  the  full  inventive  capabilities  of  the  scientific  community  to 
develop  practically  useful  means  for  control  of  multiple  sclerosis. 
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ACTION  TAKEN 

Refer  to  narratives  in  #A-16  and  B-b.  Program  projects 
represent  a  "cohesive  group  composed  of  clinicians  and  basic 
scientists."  These  centers  support  interdisciplinary  MS 
targeted  research.  The  investigators  at  the  centers  meet 
regularly  in  seminars  or  work  groups.  The  centers  also  have 
external  advisory  committees.  Some  investigators  in  the 
centers  have  individual  external  advisors.  These  scientists 
meet  at  national  meetings,  and  at  workshops  supported  by 
NMSS  and  NINCDS  ,  and  initiate  collaborative  research 
efforts  on  MS. 


RECOMMENDATION  B-d  (p.  189) 

The  Commission  is  not  convinced  that  scientists  working  on 
multiple  sclerosis  are  fully  and  promptly  informed  of  the  results  of 
relevant  research  being  performed  throughout  the  world.  This  is 
due  in  large  part  to  the  large  number  of  scientific  journals  carrying 
occasional  reports  of  such  research. 

Having  concluded  that  meaningful  progress  with  the  least 
expenditure  of  funds  is  largely  dependent  upon  investigators  being 
promptly  informed  about  the  results  of  the  relevant  research  of 
other  scientists,  the  Commission  RECOMMENDS  that  NINCDS,  in 
collaboration  with  the  National  Multiple  Sclerosis  Society  and  the 
International  Federation  of  Multiple  Sclerosis  Societies,  undertake 
to  develop  and  to  appropriately  distribute  Indicative  Abstracts  of 
such  research.  The  probable  amount  of  funds  needed  by  NINCDS  to 
participate  in  the  collaborative  effort  would  appear  to  be:  FY 
1975  -  $25,000;  FY  1976  -  $25,000;  FY  1977  -  $25,000. 


ACTION  TAKEN 

Indicative  MS  abstracts  are  issued  regularly  by  the  NMSS. 
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RECOMMENDATION  B-e  (p.  190) 

The  Commission  has  taken  note  of  the  present  difficulty  in 
determining  the  level  of  research  support  that  a  particular 
scientist  can  manage  effectively.  The  present  difficulty  is  due  in 
large  part  to  inadequate  data  about  existing  grants  for  research,  as 
well  as  applications  for  additional  suppport. 

The  Commission,  noting  that  three  voluntary  fund-granting 
agencies  (American  Heart  Association,  American  Cancer  Society 
and  the  National  Multiple  Sclerosis  Society)  have  offered  to 
contribute  financially  to  the  cost  of  developing  a  suitable  data 
bank,  RECOMMENDS  that  the  Director,  NIH,  initiate  a  meeting  of 
appropriate  representatives  of  NIH  and  interested  voluntary  fund- 
granting  agencies  to  consider  establishing  a  system  to  provide  the 
information  needed,  possibly  on  a  cost-sharing  basis  with  non- 
governmental agencies. 

The  amount  of  funds  needed  by  NIH  to  participate  in  the 
collaborative  effort  suggested  might  be:  FY  1975  -  $39,000;  FY 
1976  -  $24,000;  FY  1977  -  $24,000. 


ACTION  TAKEN 

The  Institute  exchanges  information  with  NMSS  on  NINCDS 
grants,  training  support,  intramural  projects,  and  contract 
activities  regarding  MS  research  support.  NMSS  compiles, 
twice  a  year,  listings  of  world-wide  investigators  involved  in 
MS  research.  Presently  available  data  sources  may  be  used  to 
ascertain  "appropriate  level"  of  support  for  MS  research, 
although  this  traditionally  varies  with  the  state  of  the  art 
and  scientific  knowledge.  Literature  citation  service  is  also 
available  from  NLM:  "SDILINE". 


78-363  0-81-55 
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RECOMMENDATION  B-f  (p.  190) 

The  Commission  has  observed  that  the  major  share  of  funds 
appropriated  for  investigations  of  the  sclerosing  disorders, 
including  multiple  sclerosis,  has  been  directed  to  research  in  three 
areas.  These  are:  a)  the  biochemistry  of  myelin,  b)  experimental 
allergic  encephalomyelitis  (EAE),  and  c)  the  possible  viral 
causation  of  multiple  sclerosis. 

While  not  intending  to  question  the  propriety  of  these  outlays,  it  is 
recognized  that  such  emphasis  in  the  past  tends  to  encourage  more 
similarly  directed  research  in  the  future.  Therefore,  the 
Commission  RECOMMENDS  that  the  time  has  come  to  stimulate 
the  writing  of  critical  in-depth  reviews  of  the  present  status  of 
research  in  each  of  these  areas  with  particular  emphasis  on  their 
contributions  —or  their  potential  to  contribute  —to  developing 
effective  means  for  the  control  of  multiple  sclerosis. 

The  Commission  has  been  advised  that  NINCDS  has  arranged  for 
the  writing  of  such  articles  covering  the  last  two  subjects. 
It  is  hoped  that  NMSS  will  agree  to  support  the  writing  of  a 
suitable  article  on  the  biochemistry  of  myelin. 


ACTION  TAKEN 

NINCDS  funded  a  review  publication  on  viral  causes  of  MS. 
A  review  of  myelin  biochemistry  was  funded  by  NMSS.  Crit- 
ical and  formal  review  on  EAE  is  not  yet  published  (see 
narrative  to  #A-29.)  However,  these  three  areas  of  research 
generate  numerous  publications  which  are  in  a  large  part  the 
result  of  research  work  supported  by  NINCDS. 
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RECOMMENDATION  B-g  (p.  191) 

To  encourage  young  physicians  to  undertake  training  for  a  career 
in  research,  the  Commission  strongly  RECOMMENDS  that  the 
Secretary  of  HEW  consider  the  urgent  need  to  relate  the  amount  of 
stipends  for  postdoctoral  fellowships  to  the  salary  the  applicant 
could  command  if  he  or  she  accepted  employment  for  which  he  had 
been  trained. 


ACTION  TAKEN 

Although  this  recommendation  is  not  directed  to  the  NIH, 
NINCDS  concurs. The  Institute  is  deeply  aware  of  the  need  for 
more  involvement  in  training  of  neurologists  to  do  bench 
research  and  attracting  Ph.D.'s  from  other  disciplines  to 
neurological  and  MS  research. 

The  need  for  attracting  clinicians,  especially  neurologists,  to 
basic  research  is  well  recognized.  Consequently,  several 
different  programs,  including  Research  Career  Development 
Awards  (RCDA)  and  Teacher  Investigator  Development  Awards 
(TIDA)  have  been  utilized  in  the  spirit  of  the  recommendation. 


RECOMMENDATION  B-h  (p.  191) 

The  Commission  RECOMMENDS  that  the  Secretary  of  HEW  direct 
NIH  to  undertake  a  meaningful  study  to  determine  the  extent  of 
the  need  to  create  additional,  permanent  and  suitable  positions  for 
biomedical  scientists  in  expectant  research  environments  to  satisfy 
the  Nation's  commitment  to  eradicate  disease  through  research 
AND,  if  a  substantial  need  is  found  to  exist,  to  consider  the 
advisability  of  attempting  to  satisfy  this  need  through  making  use 
of  the  funding  mechanism  suggested. 


ACTION  TAKEN 

The  National  Research  Service  Awards,  Career  Development 
Awards,  and  other  modalities  for  support  have  been  exploited 
appropriately  by  NINCDS.  Many  young  investigators  in  MS 
have  been  supported  by  these  instruments,  as  well  as  by  other 
sources. 
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RECOMMENDATION  B-i  (p.  191) 

Vaccination  in  infancy  against  measles  is  being  increasingly 
practiced.  There  are  many  reasons  for  encouraging  this  practice. 

However,  it  should  not  be  ignored  that  the  existing  evidence  (not 
proof)  of  a  possible  causal  relationship  between  infections  with 
measles  virus  and  multiple  sclerosis  can  be  interpreted  as 
suggesting  that  vaccination  against  measles  could  result  in  a 
change  in  incidence  of  multiple  sclerosis. 

Because  of  the  obvious  public  health  implications,  potentially 
realizable  within  the  next  ten  years  or  so,  the  Commission  strongly 
RECOMMENDS  that  NINCDS,  possibly  in  coUaboration  with  the 
Center  for  Disease  Control,  begin  to  monitor  two  different  measles 
vaccinated  populations.  These  populations  should  be  based  on 
latitude  of  residence:  one  with  an  expected  high  risk  of  developing 
multiple  sclerosis,  and  the  other  with  an  expected  low  risk  of 
developing  the  disease. 


ACTION  TAKEN 

No  organized  study  monitoring  the  incidence  of  MS  in  selected 
areas  to  uncover  possible  effect  of  measles  vaccination  has 
been  conducted  due,  in  part,  to  observations  made  subsequent 
to  the  Commission  recommendations  which  raised  new  doubts 
about  such  a  relationship.  One  grant  application  designed  to 
conduct  such  a  study  was  not  approved  on  scientific  and  tech- 
nical merit.  Nevertheless,  the  feasibility  of  implementing  the 
monitoring  program  in  this  FY  (1981)  is  under  consideration. 
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RECOMMENDATION  B-j  (p.  191) 

The  Commission  RECOMMENDS  that  the  Administration  and  the 
Congress  finalize  budgets  for  NINDS,  that  are  also  approved  for 
spending,  well  in  advance  of  the  beginning  of  the  applicable  fiscal 
year  to  reduce  to  a  minimum  the  costs  of  nonproductive 
administration  and  to  assure  the  greatest  possible  percentage  of 
the  appropriated  dollars  going  for  the  conduct  of  research. 


ACTION  TAKEN 

This  is  not  directed  to  the  NIH  but  NINCDS  concurs  with  the 
recom  m  endation. 

RECOMMENDATION  B-k  (p.  192) 

Finally,  the  Commission  RECOMMENDS  that  the  Management  of 
NINDS  (representing  the  public  sector)  and  the  Management  of 
NMSS  (the  principal  representative  of  the  private  sector)  work 
cooperatively  for  the  purpose  of  achieving  maximal  productivity  in 
research  on  multiple  sclerosis  at  minimal  cost. 


ACTION  TAKEN 

There  is  a  good  spirit  of  cooperation  between  NINCDS  and 
NMSS.  In  the  past  NINCDS  staff  has  observed  NMSS  grants 
review  and  participated  in  workshops  organized  by  the 
Society.  NINCDS  exchanges  information  on  grants  with  the 
Society.  The  Institute  currently  enjoys  a  very  close  working 
relationship  with  the  NMSS. 
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